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CONSUMER SEAFOOD SAFETY AND QUALITY 
ASSURANCE ACT OF 1990 



THUBSDAY, HAY 24, 1990 

U.S. Senate, 
National Ocean Policy Study, 
cohhtttsb on commerce, science, and transportation, 

Washington, DC. 
The Committee met, pursuant to notice, at 9:24 a.m., in room 
SR-253, Russell Senate Office Building, Hon. Ernest F. Hollings 
(chairman of the committee) presiding. 

Staff members assigned to this hearing: Penny Dalton and Grant 
Cunnin^iam, professional staff members; John Moran and E^l 
Comstock, minority staff counsels. 

OPENING STATEMENT BY THE CHAIRMAN 

The Chairbun. The committee will come to order. 

Good morning. This hearing has been convened by the Full CiHn- 
mittee and the National Oceein Policy Study to examine the re- 
quirements of a natiouEil seafood safety program. As a part of the 
hearing, the Committee intends to take a close look at a bill I in- 
troduced in March to establish such a program— S. 2228, the Con- 
sumer Seafood Safety euid Quality Assurance Act of 1990. 

Over 50 bills requiring Federal inspection of seafood have been 
introduced since the 89th Congress. In other words, we have looked 
into this problem a number of times, but we haven't solved it In 
recent months, both industry eind consumer groups have called on 
Congress to re-examine seafood safety. The f^hing industry is con- 
cerned over the noticeable drop in seafood consumption in 1988. 
This decrease followed a number of years of steady increases in 
seafood consumption, with an all-time high recorded in 1987. The 
drop in consumption has led many to conclude that consumers 
have lost confidence in the safety of seafood. In response, several 
bills have been introduced in the Senate and the House during this 
Congress which require the establishment of a national s^focxl 
safety program. These bills, in general, are focused on ensuring con- 
sumers that seafood is wholesome and safe to eat. 

There are several factors creating the immediate concern over 
seafood safety. One is the contamination of our coastal waters from 
coastal ninon and sewage discharge. Another factor is the flood of 
foreign fishery products into our markets in recent years. From 
1980 to 1987, imports increased by 50 percent. These unports now 
account for 65 percent of all the seafood eaten by U.S. consumers. 
(1) 
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We must ensure that imports meet the same high standards that 
we expect of our domestic products. 

At this time, it seems no one is quite sure how much of a prob- 
lem we have with seafood safety, and statistics on seafood safety 
are simply confusing. For example, a consumer advocacy group has 
stated that fish and shellfish products are seven times more likely 
to cause illness than are poultry products. Yet, the Food and Drug 
Administration estimates that the risk of illness is twice as high 
from eating turkey as from eating any seafood. Clearly, an impor- 
tant first step in the process is getting a better understanding of 
the problem. 

The next step is to determine the type and scope of the prc^am 
needed. In the seafood industry, there are over 250 species harvest- 
ed and processed in a nimiber of different ways. There are an esti- 
mated 128,000 U.S. commercial vessels and more than 4,000 on- 
shore processing and wholesale plants. In' addition to the commer- 
cial industry, there are millions of recreational fishermen who 
catch fish for the table. 

Presently, NOAA in the Department of Commerce offers volun- 
tary fish inspection and grading pn^ams. The ftrograms are oiwr- 
ated on a fee-for-service oasis to provide sanitation and processing 
inspections and product evaluation. In addition, I understand the 
Food and Drug Administration is in the seafood inspection busi- 
ness. Each year, FDA inspects over 1,000 seafood processing facili- 
ties and tests hundreds of seafood samples. Finedly, many coastal 
states have well-established seafood safety pn^reuns. It is estimat- 
ed that states spend about $20 million annually on seafood inspec- 
tioa. Obviously, these state programs should be linked into any na- 
tional effort. 

My bill, S. 2228, is intended to establish just such a national pro- 
gram. It calls for the Secretary (^ Conunerce to establish a compre- 
hensive safety euid quality assurance program for fish and fish 
products sold in interstate commerce. The purpose of the legisla- 
tion is to ensure public safety, to minimize problems associated 
with eating seafood, and to encourage the acceptance of high qutil- 
ity U.S. products in foreign and domestic markets. 

I look forward to the testimony presented here today, and I hope 
it will provide further information on the direction in which we 
should head with this issue. 

I have a statement that Senator Inouye would like to have in- 
cluded in the record. 

[The statement follows:] 

Orninq Statement by Senator Inouyb 

Mr. Otairmaii, as a coflponsor of S. 2228, the "ConBumer Seafbod Safety and 
Quality Aamirance Act," I appncUta your holding a hearing on this important legis- 
lation. 

Mv specific concern with aeafbod safety focuses on the FDA recommendation that 
all fish intended for raw or rare consumption be frozen. Although the FDA issued a 
reconunendation, I understand that state and local rMulatoiy agendes generally 
adhere to such FDA recommendations. Hence, an FDA recommendation, such as 
this one, may have serious consequences for segments of the seafood industry. 

I recently wrote to the FDA ^ting my ctxicem that, the FDA recommendation 
may damage Uie frfsh tuna industry in Hawaii. In response, the FDA sent me a 
Mefing paper entitled "ParasiteB in Fish," whidi cites five scientific studies and 
argued that 
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... Ball fiah to eliminate 

poraaitic infection is an eaaential public hedth meaaure." 

However, it appears that the TOA recommendation was not baaed on adequate 
information, but on aelective interpretation of a f^ studies. The materials cited do 
•eent to demonstrate a potential need to r^ulate Pacific salmon, but not tuna, in 
order to contr^ parasitic wonns. I have attached comments which sufTiciently 
refute the arguments made in the FDA briefing paper. 

Tti» FDA letter to me also noted that Japan has the highest rate of Aniaakiaais 
(panaite infactiwi) in the world because Japan consumes more raw tuna than any 
otlm country. It is true that Japan has the higheat rate of this particulBr infectira) 
in the world. It is also true that the Japanese consume more raw tuna than any 
other people. However, the evidence available showa that despite the large amount 
of tuna consumed raw in Japan, tuna is seldom linked to anis^iasis. 

Acci»>ding to Dr. Noboni Kagei, Parasitologiat, National Institute of Health, Min- 
istry of Health and Welfare (the Japanese counterpart to the FDA), there are about 
2000 occurrences per year of Anisakasis disease in Japan. Dr. Kagei found that 
more than 80 percent of the occurrence in Japan reaulted from eating mackerel raw 
or raw with vinegar. 

In compiled d^ jnovided by Dr. Kagei (6TST cases studied in northern, central 
and aouthem Japan), there were only five cases where tuna waa reported as being a 
poaaible cauae of infection. In that data, the poseihle rate of infection by tuna would 
be 0.08686 percent. Accordingly, Dr. Kagei, concluded that it is safe to eat tuna raw. 

Mr. Chairman, I sincerely believe that Qie FDA has not made a case for freezing 
all fish that may be consumed raw or rare. The FDA position is a "sfaot^cun" ap- 
proach to the parasitic hazards in a few species of fish, principally Pacific salmon. 
Pacific rockfish, and herring. Tuna and other spedee which pose no hazard should 
not be treated the same as the spedee which do poee risks when eaten raw or rare. 
Implementation of such a regulation would have a derastating impact on the dcxnee- 
tic fteah tuna industry throughout the U.S. and is comidetely unnecessary to protect 
oonMuneia against potential health bazarda. Moreover, the oonaumption of raw tuna 
is an important part of our cultural heritage in Hawaii Such a regtdation would 
undermine a custom that is an easential ingredient to our island liftetyle. 

Mr. Qtairman, I look forward to working with you and your staff to resolve this 
ianie. 

We welcome our nuyority leader who has been leading the way 
on this particular score. But first, Al, do you have an opening state- 
ment? 

Senator Gore. No, that is fine. 

The Chairm an. How about you, John? 

Senator Brsaux. No. 

The Chairman. Good. We will hear f rom our Sen at or from M aine. 

And here is one of our NOPS members, Senator Cohen. Wonder- 
fiil. I am tilling you. Senator Mitchell you must carry him around 
with you. 

Senator MrrCHXix. It is quite a burden, Mr. Chairman. 

Senator Cohen. He takes me to testimonials. He carries me 
around. 

The Chairman. Very good. We welcome you to our NOPS hear- 
ing. Senator Cohen. Did you have a statement? 

Senator Cohen. Just a couple of brief points. 

Hie Chauiman. Sure. 

[The bill follows:] 
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S.2228 



To develop a comprehensive program to ensure the wholesomeness of lish and [ish 
products intended for human consumption and sold in ii 
and For other purposes. 



m THE SENATE OF THE UNITED STATES 

Mabch 1 (legislative day January 23), 1990 
Ur, HOLLiNOS (for himself, Hr. Kerry, Hr. Stevbhs, and Mr. Mitchell) in- 
troduced the fallowing bill; which was read twice and referred lo the Com- 
mittee on Commerce, Science, and TransportaUon 



A BILL 

To develop a comprehensive pro-am to ensure the wholesome- 
ness of fish and Hsh products intended (or human consump- 
tion and sold in interstate commerce, and for other 



1 Be it enacted by the Senate and House of Represenla- 

2 lives of the United States of America in Congress assembled, 

3 SHOBT TITLE 

4 Section 1. This Act may be cited as the "Consumer 

5 Seafood Safety and Quality Assurance Act of 1990". 

6 FINDINGS AND PUBPOSBS 

7 Sec. 2. (a) Findings. — The Congress finds and de- 

8 dares the following: 
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2 

1 (1) Seafood constitutes an important component of 

2 the Nation's food supply. Domestic and imported fish 

3 and fish products are consumed throughout the Nation, 

4 and are harvested and marketed by a large, diverse 

5 commercial fishing industry. 

6 (2) Heightened awareness of the health benefits 

7 associated with seafood and greater diversity of fish 

8 products have raised consumption rates and increased 

9 the demand for wholesome, high quality seafood. 

10 (3) The sale of fish havested from polluted waters 

11 and the sale of adulterated or misbranded flsh products 

12 are injurious to the public welfare, destroy markets for 

13 wholesome and properly labeled and packaged fish and 

14 fish products, and result in injury to consumers and 

15 losses to the United States seafood industry. 

16 (4) Existing Federal standards and systems of in- 

17 spection and monitoring have failed to incorporate ad- 

18 vances in science and food technology and are insuffi- 

19 cient to ensure consumer safety and public confldence 

20 in the wholesomeness of fish and fish products. 

21 (5) A significant number of consumer illnesses are 

22 caused by improper handling of fish and fish products 

23 in the home, and individuals dependent for dietary pro- 

24 tein on fish obtained through recreational fishing are at 

25 particular risk. 
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1 (6) The Federal Government has the responsibility 

2 of ensuring the safety and quaUty-of Rsh products sold 

3 in interstate commerce for consumption in the United 

4 States 

5 (7) A comprehensive national seafood safety and 

6 quaUty assurance program is necessary to protect 

7 pubhc health and to maintain the position of the United 

8 States as a leading supplier of and market for fish and 

9 fish products. 

10 (b) PuEPOSES, — It is declared to be the purposes of the 

1 1 Congress in this Act to — 

12 (1) safeguard the safety of fish and fish products 

13 sold in interstate commerce to consumers; 

14 (2) increase the health benefits of consuming 

15 seafood and enhance public confidence in the whole- 

16 someness of fish and fish products; and 

17 (3) promote commerce in fish and fish products by 

18 encouraging the acceptance of wholesome fish and fish 

19 products in foreign and domestic markets. 

20 DEFINITIONS 

21 Sec. 3. As used in this Act, unless the context 

22 requires otherwise, the term — 

23 (1) "adulterated" means with respect to any fish 

24 or fish product that the fish or fish product — 

25 (A) bears or contains any contaminant, but in 

26 case the contaminant is not an added substance. 
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1 such fish or fish product shall not be considered 

2 adulterated if the quantity of such contaminant it 

3 bears or contains does not ordinarily render it 

4 unsafe for human consumption; 

5 (B) has been made or derived in whole or in 

6 part from Hsh harvested in a growing or harvest- 

7 ing area that is determined to contain substances 

8 which indicate that such ^sh or fish product is 

9 likely to be unsafe for human consumption; 

10 (C) is or has been contained in a package 

11 that is composed in whole or in part of any con- 

12 taminant that may render such fish or fish product 

13 unsafe for human consumption; 

14 (D) has been imported from a country which 

15 does not have a seafood safety and quality assur- 

16 ance program approved by the Secretary under 

17 section 9; 

18 (E) is not in compliance with, or has not 

19 been processed in accordance with, this Act or 

20 standards and regulations promulgated under this 

21 Act; or 

22 (F) has any valuable constituent in whole or 

23 in part omitted or abstracted therefrom; any sub- 

24 stance substituted wholly or in part therefor; 

25 damage or inferiority concealed in any manner; or 
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1 any substance added thereto or mixed or packed 

2 therewith so as to increase its bulk or weight, 

3 reduce its quality or strength, or make it appear 

4 better or of greater value than it is. 

5 (2) "contaminant" means any substance which 

6 is hazardous to human health when ingested, and 

7 includes — 

8 (A) such chemicals as heavy metals, pesti- 

9 cides, and polychlorinated biphenyls; 

10 (B) such parasitic or microbiological orga- 

11 nisms as nematodes, bacteria, and viruses; and 

12 (C) such naturally occurring toxins as cigua- 

13 toxin and scombrotoxin. 

14 (3) "fish" includes all finfish, mollusks, erusta- 

15 ccans, amphibians, and other forms of aquatic animal 

16 and plant life, whether from wild or cultured sources, 

17 except birds and mammals; 

18 (4) "fish product" means any food product intend- 

19 ed for human consumption and derived in whole or in 

20 part from fish, including unprocessed fish, except any 

21 product that — 

22 (A) contains fish in a relatively small propor- 

23 tion or historically has not been considered by 

24 consumers as a product of the seafood industry, 

25 and 
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1 (B) is exempted by the Secretary from the 

2 definition of fish product under such conditions as 

3 may be prescribed to assure that the fish con- 

4 tained in such product is not adulterated and that 

5 such product is not represented as a fish product. 

6 (5) "Hazard Analysis Critical Control Point 

7 method" means a system for ensuring seafood safety 

8 and quality which consists of indentification of the con- 

9 sumer hazards associated with fish and fish products 

10 and their processing, assessment of the severity of 

11 those hazards, determination of critical control points 

12 required to control the hazards, and establishment of 

13 monitoring procedures to determine that each critical 

14 control point is under control; 

15 (6) "inspection" means the examination, by an au- 

16 thorized Federal or State agent, or any fish or fish 

17 product, or any processing facility, or of any activity 

18 involving the handling or processing of any fish or fish 

19 product, to ensure that the requirements of this Act 

20 and regulations promulgated under this Act are met; 

21 (7) "interstate commerce" means commerce — 

22 (A) between a place in a State and a place 

23 outside such State (including a place outside the 

24 United States); 
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7 

1 (B) between two places in & State through 

2 another State or a place outside of the United 

3 States; or 

4 (C) within the District of Columbia or any 

5 territory or posseEsion of the United States. 

6 (8) "label" means a display of written, printed, or 

7 graphic matter upon the immediate package (not in- 

8 eluding package Uners) of any article; 

9 (9) "labeling" means all labels and other written, 

10 printed, or graphic matter upon any article or any of 

11 its packages, or accompanying such article; 

12 (10) "misbranded" means with respect to any fish 

13 or fish product that — 

14 (A) the labeling of the fish or fish product is 

15 false or misleading in any particular; 

16 (B) the fish or fish product is offered for sale 

17 under the name of another food; 

18 (C) the package of the fish or fish product is 

19 so made, formed, or filled as to be misleading; 

20 (D) any word, statement, or other informa- 

21 tion required by or under authority of this Act to 

22 appear on the label or other labeling is not promi- 

23 nently placed thereon with such conspicuousness 

24 (as compared with other words, statements, de- 

25 signs, or devices, in the labeling) and in such 
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1 terms as to render it likely to be read and under- 

2 stood by the ordinary individual under customary 

3 conditions of purchase and use; or 

4 (E) the fish or fish product purports to be, or 

5 is represented as, a food for which a defmition 

6 and standard of identity or composition has been 

7 prescribed by regulation under this Act unices — 

8 (i) the fish or fish product conforms to 

9 such definition and standard, and 

10 (ii) the label of the fish or fish product 

11 bears the name of the food specified in the 

12 definition and standard. 

13 (11) "official mark" means any symbol prescribed 

14 by regulations promulgated to this Act to identify the 

15 status of any fish or fish product; 

16 (12) "package" includes any container, box, can, 

17 tin, cloth, plastic, or other receptacle, wrapper, or 

18 cover; 

19 (13) "person" means any individual (whether or 

20 not a citizen of the United States), any corporation, 

21 partnership, association, cooperative, or other entity 

22 (whether or not organized under the laws of any 

23 State), and any State, local, or foreign government, or 

24 any entity of such government or the Federal Govem- 

25 ment; 
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1 (14) "process" means to handle, store, prepare, 

2 produce, manufacture, preserve, pack, transport, or 

3 hold fish or fish products for eventual sale in interstate 

4 commerce to consumers, except (A) such actions when 

5 carried out by restaurants and other establishments in- 

6 cidental to retail sale and (B) handling, storing, hold- 

7 ing, or transporting by any contract carrier or common 

8 carrier incidental to shipment; 

9 (15) "processing facility" means any vessel, area 

10 or premises (including such structures, buildings, vehi- 

11 cles, support vessels, and equipment as are associated 
13 with that vessel, area, or premises) used for the proc- 

13 essing of fish or fish products; 

14 (16) "seafood" means fish products in general; 

15 (17) "Secretary" means the Secretary of Com- 

16 merce; 

17 (18) "shellfish" means any species of oyster, 

18 clam, or mussel, either shucked or m the shell, and 

19 either fresh or frozen, or otherwise processed, or any 

20 part thereof; 

21 (19) "State" means any State of the United 

22 States, the Commonwealth of Puerto B,ico, the Com- 

23 monwealth of the Northern Mariana Islands, or any 

24 other territory or commonwealth of the United States. 
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10 

1 SEAFOOD SAFETY AND QUALITY ASSUBANCB PEOOEAM 

2 Sec. 4. (a) Establishment of Pbogbam. — Not later 

3 than two years after the date of enactment of this Act, the 

4 Secretary shall establish, in accordance with this Act, a com- 

5 prehensive seafood safety and quality assurance program for 

6 fish and fish products sold in interstate commerce. The pro- 

7 gram shall be designed in consultation with the Secretary of 

8 Agriculture, the Secretary of Health and Human Services, 

9 the Secretary of Transportation, the heads of other appropri- 

10 ate Federal and State agencies, and representatives of the 

11 seafood industry and national consumer organizations. The 

12 program shall provide for — 

13 (1) establishment and unplementation of Federal 

14 seafood standards under section 5; 

15 (2) inspection of fish and fish products under 

16 section 6; 

17 (3) development and unplementation of procedures 

18 for enforcing the program; 

19 (4) monitoring of the water quality of growing and 

20 harvesting areas under section 7; 

21 (5) delegation of inspection, enforcement, and 

22 monitoring authority to State governments and com- 

23 pensation to the States for carrying out that authority; 

24 (6) design and implementation of a national con- 

25 sumer education and information program relating to 
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1 health hazards associated with the human consumption 

2 of Rsh and Rsh products; and 

3 (7) establishment and administration of a shellfish 

4 indicator research program and other research m fur- 

5 therance of the purposes of this Act. 

6 (b) Consistency With ISSC Guidblinbs. — The pro- 

7 gram estabhshed under subsection (a) shall be consistent, to 

8 the maximum extent practicable, with the guidelines for the 

9 National Shellfish Sanitation Program developed by the 

10 Interstate Shellfish Sanitation Conference. 

11 FEDERAL SEAFOOD STANDARDS 

12 Sec. 5. (a) In Genbeal. — The Federal seafood stand- 

13 ards required as part of the program established under sec- 

14 tion 4 shall include standards prescribed in accordance with 

15 subsection (b), (c), (d), (e), and (f). 

16 (b) Sanitation and Quality Contbol. — The Secre- 

17 tary shall prescribe standards of sanitation and quality con- 

18 trol for the processing of fish and fish products. The stand- 

19 ards shall include — 

20 (1) plans of operation for each processing method 

21 that are based on the Hazard Analysis Critical Control 

22 Point method and on the results of the Model Seafood 

23 Surveillance Program carried out by the National 

24 Marine Fisheries Service of the Department of Com- 

25 merce; and 
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1 (2) all applicable sanitation and good manufactur- 

2 ing practices established by the Secretary of Health 

3 and Human Services. 

4 (c) Contaminant Levels, — (1) The Secretary, after 

5 consultation with the Secretary of Health and Human Serv- 

6 ices, shall develop and prescribe standards for contaminant 

7 levels which are most likely to cause fish or Hsh products to 

8 be unsafe for human consumption. Such standards may in- 

9 elude indicators, including indicator organisms, from which it 

10 may reasonably be inferred that a contaminant in the fish or 

11 fish product is likely to be present whenever the contaminant 

12 itself cannot be practicably detected. 

13 (2) In developing the standards required under para- 

14 graph (1), the Secretary shall contract with the National 

15 Academy of Sciences to — 

16 (A) identify the contaminants which are most 

17 commonly found in fish and Hsh products; 

18 (B) identify the contaminants which are most haz- 

19 ardous to human health when ingested; 

20 (C) recommend priorities, on the basis of public 

21 health significance, for the development of standards 

22 for contaminants; and 

23 (D) prepare and submit to the Secretary within 

24 eighteen months after the date of enactment of this Act 

25 a report on the contaminants identified under subpara- 
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1 graphs (A) and (B) and the priorities reconunended 

2 under subparagraph (C), together with a full explana- 

3 tion of reasons for such findings and recommendations. 

4 (3) The Secretary shall report to the Congress annually, 

5 beginning one year after the date of completion of the report 

6 required by paragraph (2)(D), regarding the progress that, as 

7 of the date of such annual report, has been made to imple- 

8 ment the standards required under paragraph (1). The annual 

9 report shall, among other things — 

10 (A) describe, as of the date of such report, the re- 

11 search that has been conducted and the research that 

12 rem^s to be conducted in order to establish any of 

13 such standards that have not yet been developed; 

14 (B) specify, with respect to each of such standards 

15 that has not yet been established, the public health 

16 significance of the failure to have established such 

17 standard; 

16 (C) specify a timetable for the development of 

19 each such standard that has not yet been established; 

20 and 

21 (D) estimate the costs, including the costs of re- 

22 search, associated with the development of each such 

23 standard. 

24 (d) Identity, Quality, Labeling, and Packao- 

25 iNG. — (1) The Secretary shall prescribe standards of identity 
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1 and composition, minimum quality, labeling, and packaging of 

2 fish and Hsh products. Such standards shall build upon exist- 

3 ing Federal regulations and shall be consistent with any 

4 applicable international standards related to Hsh and fish 

5 products. 

6 (2) In developing a standard of identity, the Secretary 

7 shall define a common or usual name for a fish or fish product 

8 which fairly describes the nature of the Hsh or fish product or 

9 its characterizing ingredients. The common or usual name 

10 may include generic designations for fish or fish products 

11 which have similar nutritional properties or other characteris- 

12 tics affecting the marketing of food products. 

13 (3) To promote commerce in fish and fish products, the 

14 Secretary may establish voluntary grading criteria for fish 

15 and fish products which exceed minimum quality standards 

16 developed pursuant to this subsection. 

17 (4) Labeling and packaging standards shall include a re- 

18 quirement that each package of fish or fish product that is 

19 processed by a processing facility registered under this Act be 

20 marked, at the time the package leaves the processing 

21 facility, with — 

22 (A) the unique code assigned by the Secretary 

23 under section 6 for the purpose of identifying the proc- 

24 essing facility; and 
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1 (B) a label that bears or contfuns an ofGclal mark 

2 that is available only to processing facilities which are 

3 registered under -Utia Act; 

4 except that the Secretary may exempt from such requirement 

5 any processing facility if the Secretary determines that the 

6 facility is not the primary processing facility with respect to 

7 such fish or Ash product and such exemption will not under- 

8 mine the ability of the Secretary to ensure that sta^idards 

9 prescribed under this Act are met. 

10 (e) Watee Quality. — The Secretary, in consultation 

11 with the Administrator of the Environmental Protection 

12 Agency, the Chairman of the Interstate Shellfish Sanitation 

13 Conference, and the heads of other appropriate Federal or 

14 State agencies, shall prescribe standards for the water quality 

15 of shellfish growing and harvesting areas. Prior to issuing 

16 such standards, the Secretary shall carry out a comprehen- 

17 sive assessment of the effectiveness of existing Federal water 

18 quality standards and guidelines for classifying shellfish 

19 growing areas in — 

20 (1) minimizing hazards associated with the human 

21 consumption of shellfish; and 

22 (2) assuring an adequate supply of safe and high 

23 quality domestic shellfish. 
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1 (0 Othbe Standabds. — The Secretary shall prescribe 

2 such other standards as the Secretary determines are neces- 

3 sary to ctury out the provisions of this Act. 

4 (g) Administeative Peoceduee. — In implementing 

5 this section, the Secretary shall — 

6 (1) consult with interested Federal agencies, rep- 

7 resentatives of affected States, and representatives of 

8 consumer organizations and the seafood industry; 

9 (2) promulgate regulations to establish the Federal 

10 seafood standards required, and such regulations or 

11 guidelines as the Secretary determines are appropriate 

12 for applying and enforcing such standards; and 

13 (3) review and revise such standards, regulations, 

14 and guidelines on a continuing basis, no less frequently 

15 than once every three years, to reflect changes in proc- 

16 essing methods and related advances in science and 

1 7 technology. 

18 FEDBEAL INSPECTION SYSTEM 

19 Sec. 6. (a) Inspection System. — As part of the pro- 

20 gram established under section 4, Uie Secretary shall estab- 

21 lish and administer a comprehensive and efficient inspection 

22 system for fish and fish products that protects the consuming 

23 public from fish and fish products that are adulterated or mis- 

24 branded. Such system shall, in accordance with the Hazard 

25 Analysis Critical Control Point method — 
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1 (1) provide for the appointment and training of au- 

2 thorized inspection officers, and for the training of per- 

3 sonnel involved in processing; 

4 (2) be specifically designed to take into consider- 

5 ation the special characteristics of flsh and fish prod- 

6 ucts and of the processing of fish and fish products; 

7 (3) be based upon the Model Seafood Surveillance 

8 Project conducted by the National Marine Fisheries 

9 Service of the Department of Conunerce; 

10 (4) provide for the registration and the inspection 

11 of processing facilities; 

12 (5) provide for the inspection of Hsh and fish prod- 

13 ucts and of the processing of them, at such points, in 

14 such manner, and with such frequency as the Secretary 

15 determines are necessary based on the Model Seafood 

16 Surveillance Project referred to in paragraph (3), a 

17 consideration of the nature and frequency of operations, 

18 adequacy of monitoring programs, history of compli- 

19 ance with this Act, and such other factors as the Sec- 

20 retary may determine are appropriate; and 

21 (6) include such other inspection activities as are 

22 determined by the Secretary to be necessary for effec- 

23 tively carrying out the provisions of this Act. 

24 (b) Reoistbation. — (1) No processing faciUty may 

25 process any flsh or fish product unless such processing facility 
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1 is registered by the Secretary under this section, except as 

2 provided in paragraph (7). 

3 (2) Application for registration under the program shall 

4 be made to the Secretary using such forms and containing 

5 such matter as the Secretary shall prescribe by regulation. 

6 (3) The Secretary shall approve an application under 

7 this section unless, on the basis of such application and an 

8 inspection of such processing facility, the Secretary deter- 

9 mines that the processing facility is unfit to engage in the 

10 processing of fish and fish products. If the Secretary approves 

11 such an apptication, the Secretary shall assign a unique code 

12 to such facility for identification purposes. 

13 (4)(A) If the Secretary does not approve an apptication 

14 for registration, the Secretary shall promptly notify the appli- 

15 cant in writing of the disapproval and the reasons therefor. 

16 (B) Any appticant whose application for re^stration has 

17 not been approved by the Secretary may at any time make 

18 another application for registration. The Secretary shall ap- 

19 prove such apptication if the Secretary finds that the process- 

20 ing facitity is no longer unfit to engage in the processing of 

21 fish and fish products. 

22 (5) If a processing facility registered under this section 

23 fails to comply with any requirement of this Act or regula- 

24 tions promulgated under this Act, the Secretary may, after 

25 notice and an opportunity for a hearing — 
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1 (A) revoke the registraticHi; 

2 (B) suspend the registratioii for a period of time; 

3 or 

4 (C) impose conditions and restrictionB on the reg- 

5 istration tts the Secretary determines are necessary and 

6 appropriate. 

7 (6KA) The holder of a registration that has been revoked 

8 or suspended may at any time apply for reinstatement there- 

9 of. The Secretary shall unmediately grant reinstatement of 
10 the registration if the Secretary finds that the processing fa- 
ll cility is no longer mifit to engage in the processing of fish and 

12 fish products. 

13 (B) The holder of a registration that is conditional or 

14 restricted may at any time apply for the removal of such 

15 conditions or restrictions. The Secretary shall immediately 

16 remove such conditions or restrictions if the Secretary finds 

17 that adequate measures have been taken to comply with this 

18 Act or regulations promulgated under this Act. 

19 (7) The Secretary may exempt cUsses of processing fa- 

20 cilities from such registration requirement if the Secretary 

21 determines the exemption will not undermine the ability of 

22 the Secretary to carry out the purposes of this Act. 

23 (c) PowEBs OF Inspection Officbes, — An inspec- 

24 tion officer authorized by the Secretary to conduct inspec- 

25 tions under this Act {including a State employee deputized 
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1 under section 8(d) to conduct such inspections) may, pursuant 

2 to procedures prescribed by the Secretary, take such actions 

3 as are necessary to ensure the effectiveness of the provisions 

4 of this Act and regulations promulgated under this Act. Such 

5 actions shall include, hut not be limited to — 

6 (1) the inspection of processing facilities and relat- 

7 - ed flsh and fish products, packages, labeling, condi- 

8 tions, equipment, and records, 

9 (2) the sampling of fish and Bsh products, and 

10 (3) the detention and condemnation of adulterated 

11 and misbranded fish and fish products in accordance 

12 with subsection (e). 

13 (d) Rbcoeds and Documentation. — Owners or op- 

14 erators of processing facilities registered under subsection (b) 

15 shall— 

16 (1) maintain accurate records regarding — 

17 (A) the fishery from which the fish or fish 

18 products originated; 

19 (B) activities related to food safety and sani- 

20 tation; and 

21 (C) receipt, delivery, sale, movement, and 

22 disposition of fish and fish products; 

23 (2) permit the Secretary, upon request, at reason- 

24 able times to have access to and copy any such 

25 records; and 
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1 (3) make available to the Secretary information 

2 relating to such matters as the Secretary may require. 

3 The Secretary may prescribe such additional requirements for 

4 the records and documentation of processing facilities and 

5 other business enterprises as are necessary to carry out the 

6 purposes of this Act. 

7 (e) Product Detention and Condemnation. — (1) 

8 Subject to paragraph (2), all fish and fish products found by 

9 the Secretary to be adulterated or misbranded shall be imme- 

10 diately segregated and, if objection is not made within forty- 

11 eight hours, condemned. If objection is made, such fish or fish 

12 products that are in perishable form may be processed to the 

13 extent necessary to prevent spoilage pending hearing and 

14 judicial review. 

15 (2) If the Secretary determines that an adulterated or 

16 misbranded fish or fish product can. by relabeling or other 

17 action, be brought uito compliance with this Act or regula- 

18 tions promulgated under this Act, final determination as to 

19 the condemnation of such fish or fish product may be deferred 

20 pending the performance by the owner of such fish or fish 

21 product, within a time specified by the Secretary, of such 

22 relabeling or other action as the Secretary may authorize. If 

23 after such action is performed, the Secretary determines that 

24 the fish or fish product has been brought into compliance with 
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1 this Act and regulations thereunder, the Secretary shall 

2 premit its entry into interstate commerce. 

3 (3) Any Hsh or Hsh product condemned by the Secretary 

4 without objection, or after hearing and judicial review, shall 

5 be destroyed for human food purposes under the supervision 

6 of the Secretary. 

7 (0 Labeling and Package. — (1) The owner or opera- 

8 tor of each processing facility registered under the program 

9 shall, subject to terms and conditions determined by the Sec- 

10 retary, submit to the Secretary, prior to use, any label or 

11 package to be used by that facility for fish or fish products. 

12 The Secretary shall review such label and package for com- 

13 pliance with the standards established under this Act. No 

14 such label or package may be used unless it has been 

15 approved by the SeeretMy. 

16 (2)(A) The Secretary shall approve any label unless the 

17 Secretary determines that such label is false or misleading. 

18 (B) The Secretary shall approve any package unless the 

19 Secretary determines that such package does not comply 

20 with the standards established under this Act. 

21 (3KA) If the Secretary does not approve any label or 

22 package, the Secretary shall promptly notify the owner or 

23 operator of the processing facility proposing such label or 

24 package in writing of the disapproval and the reasons 

25 therefor. 
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1 (B) The owner or operator whose label or packa^ has 

2 not been approved by the Secretary may at any time propose 

3 another label or package for approval. The Secretary shall 

4 approve the revised label unless the Secretary determines 

5 that such label is false or misleading. The Secretary shall 

6 approve the revised package unless the Secretary determines 

7 that such package does not comply with the standards estab- 

8 lished under this Act. 

9 (g) Notice. — Upon completion of any inspection and 

10 before leaving the processing facihty, the Secretary shall give 

11 to the owner or operator of the facility a report in writing 

12 describing the results of the inspection. 

13 (h) Teadbmark Protection. — The Secretary may 

14 apply for, secure, and maintain protection under the trade- 
Id mark laws of the United States and under the design, copy- 

16 right, or trademark laws of a foreign country for any official 

17 mark or other mark, number, or device required by the Sec- 

18 retary for carrying out this Act. 

19 MONITORING OP GBOWING AND HARVESTING ABBAS 

20 Sec. 7. (a) Monttoeing System. — As part of the pro- 

21 gram established under section 4, the Secretary shall estab- 

22 lish and mamtam a comprehensive monitoring system to 

23 identify and designate geographical growing and harvesting 

24 areas from which significant quantities of fish and Bsh prod- 

25 ucts not in compliance with this Act or regulations under this 

26 Act originate, or may be reasonably expected to origuiate. 
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1 (b) Desionated Abeas. — The Secretary may, by reg- 

2 ulatioQ, prohibit or restrict the sale or other disposition in 

3 interstate commerce of any Bsh or fish products from an area 

4 designated under subsection (a). 

5 (c) Review, — The Secretary shall periodically review 

6 the areas designated under subsection (a) and shall withdraw 

7 or modify the designation to the extent the Secretary deter- 

8 mines ia consistent with the requirements of this section. 

9 (d) Public Notice. — The Secretary shall notify the 

10 Governor of any aSected State and the Chairman of any af- 

11 fected Regional fishery Management Council, and to the 

12 extent practicable, shall g^ve reasonable public notice before 

13 any action is taken under this section. 

14 STATE INSPECTION AND MONITORING PBOOBAMB 

15 Sec. 8. (a) In Gbnebal. — The Secretary shall encour- 

16 age States to continue, strengthen, or establish seafood safety 

17 and quality assurance programs at least equal to the program 

18 established under this Act. 

19 (b) Assistance. — The Secretary may provide to a 

20 State, in the pl&miing and developing of such a program — 

21 (1) advisory assistance; 

22 (2) technical and laboratory assistance and train- 

23 uig (including necessary materials and equipment); and 

24 (3) fmancial and other aid. 

25 (c) Appboval of State Peogbamb. — (1) At any time 

26 after establishment of the Federal seafood safety and quality 
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1 assurance program under this Act, the Governor of &ay State 

2 desiring to administer its own seafood safety and quality as- 

3 sur&nce program may submit to the Secretary a full and com- 

4 plete description of the program the State administers or pro- 

5 poses to establish and administer under State law. In addi- 

6 tion, such State shall submit a statement from the attorney 

7 general (or appropriate legal officer) that the laws of such 

8 State provide adequate authority to carry out the described 

9 program. The Secretary shall approve each such submitted 

10 program for a period of no more than Hve years unless the 

11 Secretmy determines that adequate authority and capacity 

12 does not exist to — 

13 (A) ensure that fish and fish products originating 

14 in the State and entering interstate commerce meet 

15 or exceed the Federal standards established under sec- 

16 tion 5; 

17 (B) ensure that inspection and monitoring systems 

18 are comparable in effectiveness to systems established 

19 by the Secretary under sections 6 and 7; 

20 (G) provide the Secretary with regular reports re- 

21 garding State activities under the program; and 

22 (D) abate violations of the program, including civil 

23 and criminal penalties and other ways and means of 

24 enforcement. 
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1 (2) The Secretary shall monitor the effectiveness of each 

2 approved State program and if such program is not being 

3 effectively implemented shall, after notice and opportunity for 

4 hearing and appropriate corrective action, withdraw approval 

5 of the State program and reinstate the Federal program. 

6 (3) The Secretary shall annually grant to each State 

7 with a program approved under this suhsection an amount 

8 not to exceed 60 per centum of the cost of operating a feder- 

9 ally equivalent State program. 

10 (d) Dbputization op State Employees. — For 

11 States that are not approved by the Secretary under subsec- 

12 tion (c), the Secretary may deputize specific Stat« employees 

13 under an agreement with any State to carry out, on behalf of 

14 and at the request of the Secretary, inspection and monitor- 

15 ing activities pursuant to sections 6 and 7. Agreements with 

16 a State under this subsection may provide for training of dep- 

17 utized State employees. The Secretary shall pay for or reim- 

18 burse the State for the expenses of such truning and for the 

19 actual cost of inspection activities performed by a deputized 

20 State employee at the request of the Secretary. 

21 IMPOBTB 

22 Sec. 9. (a) In Gbneeal. — (I) No fish or fish product 

23 may be entered, or withdrawn from warehouse, for consump- 

24 tion m the United States unless such fish or fish product — 

25 (A) is not adulterated or misbranded; 
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1 (B) complies with all standards applicable to Hsh 

2 and Hsh products in iiit«rstate commerce in the United 

3 States; 

4 (C) is marked and labeled as required by regula- 

5 tions for imported articles; and 

6 (D) complies with the requirements of this section. 

7 (2) Upon entry for consumption in the United States, 

8 flsh or Hsh products satisfying the requirements of paragraph 

9 U) shall be deemed to be and treated as domestic fish or flsh 

10 products. 

11 (b> Inspection of Impoets. — The Secretary, in coop- 

12 eration with the Secretary of the Treasury, shall enforce this 

13 section through random inspections and sampling of flsb and 

14 fish products that are offered for importation or entered, or 

15 withdrawn from warehouse, for consumption in the United 

16 States, and through any other procedures the Secretary de- 

17 termines are necessary to ensure compliance with this Act. 

18 (c) COBBECTiVE ACTIONS. — All fish and fish products 

19 that are refused entry pursuant to subsection (a) or that are 

20 entered, or withdrawn from warehouse, for consumption in 

21 the United States in violation of this section shall, pursuant 

22 to regulations, he destroyed unless — 

23 (1) such fish and fish products are exported within 

24 a time fixed therefor by the Secretary; or 
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1 (2) the Secretary detemunes that any such flsh or 

2 fish product can be brought into compliance with this 

3 Act by relabeling or other action. 

4 If the Secretary determines that the fish or fish product can 

5 be brought into compliance, the destruction of such fish or 

6 fish product may be deferred pending filing of a written appli- 

7 - cation by the owner or consignee and the execution by the 

8 applicant of a bond within a time specified by the Secretary. 

9 Upon such filing and execution of a bond, the Secretary may 

10 authorize the appUcant to perform such relabeling or other 

1 1 actions specified by the Secretary. After such action is per- 

12 formed, if the Secretary determines that such fiah or fish 

13 product has been brought into compUance with this Act, the 

14 Secretary shall permit its entry for consumption in the United 

15 Stat«s. 

16 (d) Costs. — Storage, cartage, labor, and other costs re- 

17 suiting from the denial of entry, or withdrawal from ware- 

18 bouse, of any fish or fish product shall be pfud by the owner 

19 or consignee, and nonpayment of such costs shall constitute a 

20 lien against such fish or fish product and any other fish or fish 

21 product thereafter entered, or withdrawn from warehouse, by 

22 such owner or consignee, for consumption in the United 

23 Stat«B. 

24 (e) FoBEiGN Peogbam. — (1) Upon request, the Secre- 

25 tary shall review the seafood safety and quality assurance 
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1 program of each country desiring to export fish or fish prod- 

2 ucts into the United States t^} determine if such program is at 

3 least equal to the program established under this Act. 

4 (2) If the Secretary determines that a country desiring 

5 to export fish or fish products to the United States has a 

6 program at least equal to the program established under this 

7 Act and that such country will permit the enforcement meas- 

8 ures determined to be necessary pursuant to paragraph (5), 

9 the Secretary shall issue a certificate to such country stating 

10 that the country maintains such a program. 

11 (3) No fish or fish product shall be permitted entry for 

12 consumption in the United States from a country that does 

13 not have such a certificate that is valid and in effect. 

14 (4) The Secretary shall periodically, not less than once 

15 every five years, review such certificates and shall revoke the 

16 certificate of any country that the Secretary determmes is not 

17 maintaining a seafood inspection program at least equal to 

18 the program established under this Act. 

19 (5) The Secretary shall enforce this subsection through 

20 the imposition of random inspections, sampling, and testing 

21 at such stages in the processing of fish or fish products, and 

22 such other actions as the Secretary determines are necessary 

23 to ensure compliance with this Act. 

24 EXPORTS 

25 Sec. 10. (a) Standards. — Fish or fish products intend- 

26 ed for export to a foreign country may be exempted from 
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1 specific requirements of this Act if such exemption is neces- 

2 sary to avoid conflict with a law or custom of the importing 

3 nation. Fish or Hsh products so exempted shall be deemed not 

4 to be adulterated or misbranded under this Act if such fish or 

5 fish products — 

6 (1) are m accord with the specifications of the for- 

7 eign purchaser; 

6 (2) are not in conflict with the laws of the country 

9 to which they are intended for export; 

10 (3) are shipped in a package whose outside tabel- 

11 ing states that the fish or fish products are intended for 

12 export; and 

13 (4) are not sold, offered for sale, or otherwise dis- 

14 posed of in commerce within the United States; 

15 except that any such fish or fish product shall be deemed to 

16 he adulterated if the Secretary detormines such fish or fish 

17 product represents a significant hazard to the health of the 

18 eventual consumer. 

19 (b) Inspection. — The Secretary shall nwpect fish or 

20 fish products intended to be exported to foreign countries at 

21 such times and places and in such manner as the Secretary 

22 determines are necessary to ensure compliance with this Act. 

23 (c) Cbetificates. — The Secretaiy shall, upon request, 

24 provide a certificate of export stating the condition of fish or 

25 fish products inspected under this section. 
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1 PBOHIBITED ACTS AND PENALTIES 

2 Sbc. 11. (a) Pbohibited Acts. — No person shall — 

3 (1) process any fish or Hsfa product at any process- 

4 ing facility, except in compliance with this Act or any 

5 regulations promulgated thereunder; 

6 (2) sell, transport, offer for sale or transportation, 

7 receive for transportation, or otherwise dispose of, in 

8 interstate commerce any ^sh or Rah product that is 

9 adulterated or misbranded at the time of such sale, 

10 transportation, offer for sale or transportation, receipt 

11 for transportation, or disposal; 

12 (3) commit, with respect to any fish or Hsh prod- 

13 uct, and while such fish or Bsh product is heing trans- 

14 ported in interstate commerce or held for sale after 

15 such transportation, any act that is intended to cause 

16 or has the effect of causing such flsb or 5sh product to 

17 be adulterated or misbranded; 

18 (4) sell, transport, offer for sale or transportation, 

19 receive for transportation, or otherwise dispose of, in 

20 interstate commerce any flsh or iisb product that is not 

21 processed in accordance with the requirements of this 

22 Act or any regulations promulgated thereunder; 

23 (5) forge, counterfeit, or falsely represent any ofG- 

24 cial mark or registration; 
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1 (6) without authorization from the Secretary, use 

2 any official mark or registration, or simulation thereof, 

3 or alter, detach, deface, or destroy any offlcial mark or 

4 registration; 

5 (7) refuse to permit entry or inspection to or on 

6 any processing facility, or otherwise interfere ivith any 

7 inspection or other person carrying out duties required 

8 under this Act; or 

9 (8) create or maintain records that are false either 

10 by content or omission, or destroy records containing 

11 information required under this Act or any regulations 

12 promulgated under this Act. 

13 (b) Civil Penalties. — (1) Any person who, after 

14 notice and opportunity for a hearing, violates subsection (a) 

15 shall be liable to the United States for a civil penalty in an 

16 amount not to exceed $10,000 for each violation. Each day 

17 of a continuing violation shall constitute a separate offense. 

18 In determining the amount of such penalty, the Secretary 

19 shall take into account the gravity of the violations and, with 

20 respect to the violator, the degree of culpability and history 

21 of prior violations (including violations resolved by written 

22 warnings), and such other matters as justice may require. 

23 (2) The Secretary may compromise, modify, or remit, 

24 with or without conditions, any civil penalty that is subject to 

25 imposition or tliat has been imposed under this section. 
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1 (e) Ceiminal Penalties. — (1) Any person who vio- 

2 lates subsection (a) shall — 

3 (A) be Bned in an amount not to exceed $10,000, 

4 or imprisoned for not more than one year, or both; and 

5 (B) if such violation involves intent to defraud, or 

6 any distribution of any Hsh or flsh product that is adul- 

7 terated, be fined in an amount not to exceed $20,000, 

8 or imprisoned for not more than three years, or both. 

9 (d) Notice op Warning. — In the case of one or more 

10 minor violations of this Act or regulations promulgated under 

11 this Act, the Secretary may, whenever the Secretary believes 

12 that the public interest will be adequately served thereby, 

13 issue to the violator a suitable written notice of warning. In 

14 determining whether the public interest will be adequately 

15 served by a written notice of warning, the Secretary shall 

16 consider, among other factors — 

17 (1) the compliance history of such person; 

18 (2) the magnitude of the violation; 

19 (3) whether compliance with this Act would likely 

20 be obtained a^ a result of such notice; and 

21 (4) whether such violation is of a minor or techni- 

22 cal nature. 

23 (e) Carbiebs. — No common carrier or contract carrier 

24 shall be subject to penalties under this section for the receipt, 

25 carriage, holding, or delivery, in the usual course of business. 
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1 as a carrier, of any adulterated or misbranded fish or fish 

2 product owned by another person, unless the carrier — 

3 (1) during the time of such receipt, carriage, hold- 

4 ing, or delivery, had knowledge or was in possession of 

5 facts that would cause a reasonable person to believe 

6 that the fish or fish product were adulterated or mis- 

7 branded or were otherwise not eligible for transporta- 

8 tioQ under this Act, or 

9 (2) refuses to furnish on request of the Secretary 

10 the name and address of the person from whom the 

11 carrier received the adulterated or misbranded fish or 

12 fish product, and copies of all documents pertaming to 

13 the delivery of such fish or fish product. 

14 HEABINOS AND SUBPOENAS 

15 Sec. 12. (a) Administbative Heabing. — The Secre- 

16 tary shall afford an opportunity for a written hearing to any 

17 person adversely affected by the action or inaction of the Sec- 

18 retaiy under this Act. As soon as practicable after such hear- 

19 ing the Secretary shall take appropriate action. 

20 (b) Subpoenas. — (1) For the purposes of any hearing 

21 or investigation under this Act, the Secretary may issue sub- 

22 poenas requiring the attendance and testimony of witnesses 

23 and the production of any documentation or other evidence 

24 that relates to any matter under investigation or in dispute 

25 before the Secretary and to administer oaths or affirmations. 
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1 (2) The Secretary shall pay witnesses subpoenaed under 

2 this subsection customafy reasonable fees and mileage. 

3 (3) In case of contempt or refusal to obey a subpoetia 

4 served upon any person pursuant to this subsection, the dis- 

5 trict court of the United States for the district in which such 

6 person is found, resides, or transacts business, upon applica- 

7 tion by the Secretary and after notice to such person, shall 

8 have jurisdiction to issue an order requiring such person to 

9 appear and give testimony before the Secretary or to appear 

10 and produce documents before the Secretary or both, and any 

11 ffulure to obey such order of the court may be punished by 

12 such court as a contempt thereof. 

13 EXEMPTIONS AND EXCLUSIONS 

14 See. 13. (a) In General. — This Act shall not apply 

15 to— 

16 (1) the processing by any individual of fish and 

17 fish products of that individual's own raising or har- 

18 vesting exclusively for use by that individual, or by 

19 that individual's household members, nonpaying guests, 

20 and employees; and 

21 (2) vessels that harvest or commercially prepare 

22 fish or fish products unless they prepare fish or fish 

23 products other than by gutting, decapitating, gilling, 

24 icing, or brine chilling, as determined by the Secretary. 
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1 (b) Industbial Pboducts. — This Act shall not apply 

2 to any processing facility solely processing Rsh products not 

3 intended for human consumption. 

4 (c) Study. — (1) The Secretary shall, not later than 

5 eighteen months a/ter the date of enactment of this Act, con- 

6 duct and complete a study of — 

7 (A) the role of vessels exempted under subsection 

8 (aK2) in providing fish and fish products; and 

9 (B) based on a scientific analysis conducted pursu- 

10 ant to the Hazard Analysis Critical Control Point 

11 method, the necessity of including any particular type 

12 or class of such vessels in the inspection program con- 

13 ducted pursuant to this Act. 

14 The Secretary may from time to time update any such study. 

15 (2) The Secretary shall submit to the Committee on 

16 Commerce, Science, and Transportation of the Senate and 

17 the Committee on Merchant Marine and Fisheries of the 

18 House of Representatives the results of the study required 

19 under paragraph {!) and the results of any update of such 

20 study. 

21 (3) If as a result of the study conducted pursuant to 

22 paragraph (1) or any update of such study the Secretary rec- 

23 onimends that any type or class of vessel exempted pursuant 

24 to subsection (a)(2) should be included in the seafood safety 

25 and quality assurance program established under this Act, 
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1 the Secretary shall, after public notice and an opportunity for 

2 comment, promulgate regulations to include any such type or 

3 class of vessel in such program. 

4 CONBUMBB EDUCATION AND INFOBHATION 

5 Sec. 14. (a) Design and Implementation op Pbo- 

6 GBAM. — The Secretary shall design and implement a nation- 

7 al consumer education and information program on seafood. 

8 (b) Collection, Analysis and Disbemination. — 

9 (1) Under the program referred to in subsection (a), the Sec- 

10 retary shall collect and analyze information on the health 

11 hazards associated with the human consumption of fish and 

12 flsh products (including information on the number, causes, 

13 and geographic location of Ulnesses related to such consump- 

14 tion) and shall disseminate the results of such collection and 

15 analysis to consumers, persons involved in processing, and 

16 other interested persons. 

17 (2) In the collection and analysis of information referred 

18 to in paragraph (1), the Secretary shall, among other things, 

19 assess such health hazards with respect to — 

20 (A) fish and fish products that are commercially 

21 harvested and processed as compared with those har- 

22 vested for recreational or subsistence purposes and pre- 

23 pared noncommercially; 

24 (B) fish and fish products that are domestically 

25 harvested and processed as compared with imported 
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1 fish and fish products that are harvested and processed 

2 outside the United States; and 

3 (C) contamination originating from certain prac- 

4 tices that occur both prior to and after sale of flsh or 

5 Hsh products to consumers, especially in connection 

6 with the manner in which consumers handle and pre- 

7 pare the fish and Hsh products they purchase. 

8 (3) In disseminating the results of the coUection and 

9 analysis of information referred to in paragraph (1), the Sec- 

10 retary shaD — 

11 (A) inform consumers and persons involved in 

12 processing regarding the standards and good practice 

13 requirements prescribed under section 5 and promote 

14 puhlic awareness, understanding, and acceptance of 

15 such standards and requirements; 

16 (B) advise mdividuals involved in recreational and 

17 subsistence Hsheries concerning the health hazards as- 

18 sociated with the fish they may harvest and the pre- 

19 cautions they should take to safeguard themselves and 

20 others from those hazards; and 

21 (C) provide such other information or advice to 

22 consumers and other persons as the Secretary deter- 

23 mines will promote the purposes of this Act, 

24 (c) Designation of National and Reqional Cbn- 

25 TEB8. — Under the program referred to in subsection (a), the 
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1 Secretary shall designate national and regional centers that 

2 will conduct, support, and foster research, investigation, ex- 

3 perimentation, education, and training regarding seafood 

4 safety and quality assurance. 

5 BESEABCH PBI0BITIB8 

6 Sec. 15. (a) Shellfish Indicator Reseabch Pbo- 

7 OBAM. — (1) The Secretary shall establish and administer a 

8 five-year shellfish indicator research program to develop a 

9 system of classification of shellfish growing waters based 

10 upon the latest technological advancements in microbiology 

11 and epidemiological methods. In establishing such a program, 

12 the Secretary shall develop a program plan which shall pro- 

13 vide for, but not be limited to, the following activities: 

14 (A) Environmental assessment of commercial 

15 shellfish growing areas in the United States, including 

16 evaluation of the relationships between indicators of 

17 fecal contamination and human enteric pathogens. 

18 (B) Evaluation of such relationships with respect 

19 to potential health hazards associated with human 

20 consumption. 

21 (C) A comparison of the current microbiological 

22 methods used for evaluation of indicator bacteria and 

23 human enteric pathogens in shellfish and shellfish 

24 growing waters with new technological methods de- 

25 signed for this purpose. 
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(D) Desi^ of epidemiolo^cal studies to relate mi- 
crobiological data, sanitary survey data, and human 
shellfish consumption data to actual hazards to health 
associated with such consumption. 

(E) Recommendations for revising the Federal 
standards established under section 5 and improving 
the capabilities of Federal and State a^ncies to effec- 
tively manage shellfish resources and ensure the safety 
of fish products containing shellfish. 

(2) The research program established pursuant to this 
section shall evaluate representative estuaries in each of the 
major shellfish growing regions of the United States and shall 
result in development of recommendatons pertaining to shell- 
fish management and regulatory considerations for each of 
the following shellfish growing regions: 

(A) the New England re^on, consisting of the 
States north of New Jersey which border the Atlantic 
Ocean; 

(B) the Mid-Atlantic region, consisting of Mary- 
land, Virginia, Delaware, and New Jersey; 

(C) the South Atlantic region, consisting of North 
Carolina, South Carolina, Georgia, and the Atlantic 
coast of Florida; 
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1 (D) the Gulf of Mexico region, consisting of 

2 Texas, Louisi&na, Mississippi, Alabama, and the gulf 

3 coast of Florida; and 

4 (E) the Pacific region, consisting of Hawaii, Cali- 

5 fornia, Oregon, Washington, and Alaska. 

6 (3) The Secretary shall carry out the research program 

7 authorized hy this section by providing assistance in the form 

8 of grants to eligible applicants. Not later than ninety days 

9 after the date of enactment of this Act, the Secretary shall 

10 publish in the Federal Kegister a call for research proposals 

11 to carry out the research program. Not later than ninety days 

12 after the date of such publication, the Secretary shall award a 

13 grant or grants to eligible applicants for carrying out the re- 

14 search program. As used in this paragraph, the term "eligible 

15 applicant" means — 

16 (A) any public or private institution of higher 

17 education; 

18 (B) any public or private organization with suita- 

19 ble research capabilities; or 

20 (C) any consortium of two or more entities re- 

21 ferred to in subparagraphs (A) and (B). 

22 (4) The Secretary shall establish an advisory panel to 

23 assist in the development and implementation of the research 

24 program. Such advisory panel shall include one representa- 

25 tive from each of the following agencies or organizations: the 
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1 Environmental Protection Agency, the Food and Drug Ad- 

2 ministration, and the Interstate Shellfish Sanitation Confer- 

3 ence. In addition, the Secretary shall appoint an industry 

4 representative from each of the shellfish growing regions 

5 identified in paragraph (2) to serve on the advisory panel. 

6 (5KA) The Secretary shall review the research program 

7 authorized by this section not less than every two years and, 

8 on the basis of that review, make changes in the administra- 

9 tion of the program that are appropriate to carry out more 

10 effectively the activities described in paragraph (1). 

11 (B) The Secretary shall submit a biennial report to the 

12 Committee on Commerce, Science, and Transportation of the 

13 Senate and the Committee on Merchant Marine and Fisheries 

14 of the House of Representatives regarding the operation of 

15 the program. Each such report shall include, with respect to 

16 the period covered by the report — 

17 (i) a description of the research assisted under the 

18 program and the results of such research; and 

19 (ii) all changes to the program made under sub- 

20 paragraph (A) since the previous such report. 

21 (C) At the completion of the research program, the final 

22 report submitted pursuant to subparagraph (B) shall include 

23 any recommendation for legislative action needed to improve 

24 the effectiveness of shellfish management and ensure the 

25 safety of shellfish and fish products containing shellfish. 
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1 (D) The (inaJ report ghall be made available to appropri- 

2 ate Federal and State agencies, the shellflsh industry, and 

3 the general public and shall be reviewed in a series of public 

4 hearings held in each of the five regions described in para- 

5 graph (2). 

6 (b) Other Reseabch. — The Secretary shall conduct 

7 and support research with respect to — 

8 (1) testing the methodology for detecting and 

9 measuring biological and chemical contaminants in fish 

10 and fish product; 

11 (2) techniques and procedures for inspecting fish 

12 and fish products; 

13 (3) sanitation practices for the processing, trans- 

14 portation, and storage of fish and fish products; and 

15 (4) any other matters that may further the pur- 

16 poses of this Act. 

17 REGULATIONS 

18 Sec. 16. The Secretary may promulgate such regular 

19 tions as the Secretary determines are appropriate in carrying 

20 out this Act. 

21 INTERAGENCY COOPERATION 

22 Sec. 17. By agreement with the head of any Federal 

23 agency, the Secretary may utilize on a reimbursable basis or 

24 otherwise, the personnel, services, and facilities of any other 

25 department or agency of the United States in the perform- 

26 ance of his duties under this Act. 
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AUTHORIZATION OF APPEOPEIATIONS 

! Sec. 18. (a) In General. — There are authorized to be 

t appropriated, to cany out this Act, not to exceed 

I $35,000,000 for fiscal year 1991. $60,000,000 for fiscal year 

i 1992, and $90,000,000 for fiscal year 1993. 

> (b) Research Pbogeam Authorization. — Of the 

f funds authorized Ut be appropriated under subsection (a). 

1 there are authorized to be appropriated to the Secretary not 

t to exceed $15,000,000 for each of fiscal years, 1991, 1992. 

) and 1993, for carrying out the research program authorized 

I by section 15. 

O 

FEHENT OF HON. WILLIAM S. COHEN. U.S. SENATOR FROM 

MAINE 
ator Cohen. Thank you, Mr. Chairman, 
mt to thank Senator HoUings and Senator Stevens for hold- 
ds important hearing. Seafood inspection is a critical issue 
days. As we try to establish a sound and workable inspection 
un, hearings such as today's are crucial in order to expand 
anfy the debate. 

t year, I joined Senator Mitchell and Senator Cochran in in- 
nng S. 1245 which calls for a mandatory federal inspection 
un. The bill was dreifted broeidly sind weis intended to provide 
oework for further debate on the matter of seafood inspec- 
En the past year, there has been tremendous debate in Con- 
on this issue and a workable seafood inspection program has 
much more into focus. There has been extensive dialogue 
{ tiie industry, consumer advocates and staff members of the 
iltoral Committee and the Commerce Committee. They have 
^ed together to devise a workable seafood inspection pro- 
While tiiere have been disagreements along the way, a sense 
peration and sii^leness of purpose has prevailed. 
ous^ these lenguiy discussions, a consensus has been reached 
my of the substantive matters r^arding seafood inspection, 
t, S. 1245 as amended is quite similar to S. 2228 introduced hy 
or HoUings and Senator Stevens. Both call for a mandatory 
tion program which is not supported by user fees. Both bills 
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require the use of HACCP (pronounced haseip) methodology as 
means of assuring food safety, and both bills rect^nize that import- 
ed seafood products must be held to the same standards as domes- 
tic products. 

Indeed, most of us agree on the substance of the inspection pro- 
gram. And, we certainly agree on the goal: to enact legislation this 
year that will, for the first time, estabish a mandatory seafood in- 
spection program. Even regarding the matter of eigency jurisdic- 
tion, I think there is more agreement thfui disagreement. 

In its original form, S. 1245 did not provide for roles by the De- 
partment of Commerce or the Food and Drug Administration. In 
the course of the debate over the past year, however, it has become 
clear that these agencies have importaiit roles to play in a seafood 
inspection pr(^am. While I still believe that USDA should be the 
lead agency for the program, the expertise and experience of the 
Committee Department and the FDA should also be drawn upon to 
produce the best possible inspection program. Accordingly, S. 1245 
as amended now provides for significant cooperating roles for both 
the Commerce Department Emd the FDA. 

A year ago, we b^an the process of devising a mandatory sea- 
food inspection program. After months of debate, there is a general 
consensus as to how the prc^ram should operate. I am hopeful that 
these areas of agreement will be built upon to produce a good piece 
of legislation and that we won't become bogged down on issues re- 
lated solely to agency jurisdiction. 

Again, I commend Senator Hollings and Senator Stevens for ini- 
tiating this hearing. I am sure that it will add constructively to the 
debate on this matter and remain hopeful that we will be able to 
enact legislation this year. 

Hie &IAIRMAN. The jurisdiction will not hold it up. We can re- 
solve it, I am confident. 

We hesitated at that particular time, Senator, in all candor, be- 
cause we wanted to look at the existing programs. We were won- 
dering what was happening at NOAA Emd FDA. We found out that 
the program is somewhat thorough with respect to our imports, but 
not domestically and not covering, frankly, all of inter^te. But 
there is great potential for cooperaUon with the states. 

Senator Mitchell. 

STATEMENT OF HON. GEORGE J. MITCHELL, U.S. SENATOR FROM 
MAINE 

Senator Mtfchkll. Mr. Chairman, thank you very much for this 
hearing and for permitting me to testify. And I also want to thank 
you and Senator Stevens for your traditional leadership on issues 
of importance to the fishing industry, and for your assistance in 
passing the lobster bill during the first session of the 101st Con- 
gress. That lobster bill was important to all of New England, and 
yours and Senator Stevens' support of the bill particul£u*Iy r^ire- 
sented a commitment by East imd West coast fishing industries to 
work together. That commitment has been rect^nized and appreci- 
ated throughout New England. 

It is my hope that the same bipartisan, bicoastal spirit will pre- 
vail on the fish inspection l^islation. 
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Mr. Chairman, almost a year ago I introduced S. 1245, a bill to 
establish a national fish inspection program. The bill has since 
been cosponsored by 28 senators, including Senator Cohen, and six 
members of the commerce committee, including yourself, Mr. 
Qiainnan, and Senator Kerry. 

On March 1 of this year, Mr. Chairman, you and Senator Stevens 
introduced S. 2228, which I and Senator Kerry also joined as co- 
^xmsors. Eetrlier this week the Senate Agriculture Committee 
mariced up and approved S. 1245. The Agriculture Committee bill 
reflects many concepts and features derived from both your bill 
and another bill, S. 1983, introduced by Senator Leahy. 

While I am pleased with the overall result of the Agriculture 
Committee's action, I would like to express my disappointment 
with one omission in the bill as reported by the Agriculture Com- 
mittee. On a close 10 to 9 vote, that committee deleted a whistle- 
blower protection provision from the committee substitute. This 
provision is an essential Bafe^^uard for public health interests in 
ai^ program that provides less than continuous inspection. 

Tlie provision deleted by the Agriculture Committee reflected 
recent existing precedents under federal law, and in fact was mod- 
elled after the 1982 Surface Transportation Assistance Act crafted 
l^ tills Senate Commerce Committee. I hope that we are able to 
restore a strong whistleblower protection provision in the bill. I 
would not support enactment of legislation that failed to include an 
adequate provision in that regard. 

Overall, I think the bill reported out with that one omission is a 
scdid, sensible bill. There are issues which still need to be worked 
m, but there is a consensus on many aspects of the legislation. 

Senator Cohen touched on the question of agency role and juris- 
diction. That is important, and I would like to address that, Mr. 
Chairman. I ask unanimous consent that the full text of my state- 
ment be placed in the record. It is a lengthy statement and I am 
just going to refer to portions of it. 

llie Chairman. It wUl be included. 

Senator MrrCHELL. Mr. Chairman, S. 1245 establishes the DeiMUt- 
ment of Agriculture as the lead agency for federal fish inspection. 
But it also provides important roles for the Food and Drug Admin* 
isbration and the National Oceanic and Atmospheric Administra- 
tion, ^le lead agency with responsibility for such a program should 
be Uie Department of Agriculture on both grounds of equity and 
effectiveness. 

The Food Marketing Institute has determined that consumer 
confidence is highest in the Department of Agriculture. USDA has 
rsBponsibility for tiie inspection of meat and poultry products, the 
fishing industry's primary competitors. Meat and poultry inspec- 
ticms are funded by the Federiil Government. The fishing industry 
should not be subjected to inspection by a different eigency with a 
difiierent level of consumer confidence, nor be required to pav for 
an inspection ^stem while its competitors are inspected under a 
federaUy-fiinded system directed by IJSDA, which has a high level 
<^ consumer confidence. 

That would be unfair and inequitable to the fishing industry. 
Tlie choice of USDA also reflects a recwnition that the fishing in- 
dustry is part of a global market place. And the Department of Ag- 
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riculture is best positioned to sumxirt the industry to achieve 
global competitiveness. 

JurisdictioDal issues should not be allowed, however, to prevent 
enactment of legislation that serves the public interest As reported 
by the Agriculture Committee, S. 1245 envisions interagency coop- 
eration and draws on existing strengths within each agency. At a 
time of scarce budget resources. Congress should insist on such 
interagency cooperation, as well as streamlining and strengthening 
of individual agency missions. 

The Senate Committee on Labor and Human Resources recently 
reported an FDA revitalization bill, S. 845, which currently is pend- 
ing on the Senate calendar. In its report, the committee specifically 
directs FDA to undertake a management study to determine, in 
part, and I now quote the committee report, "which of the agenp/s 
responsibilities can more efficiently be performed by the private 
sector, other federal or state agencies, or because of changes in 
technology, no longer need to be regulated by FDA." 

Accortfiiig to testimony by the Coalition for FDA Resources, the 
agency's own supporters, before a House appropriations subcom- 
mittee, FDA's response to its current staff shortage, and I quote, 
"has been to slight some duties in favor of others, to develop sam- 
pling and compliance targeting techniques to compensate for de- 
cre^ed monitoring capabilities, and in the end, to rely on honor 
systems." 

That statement reaches the heart of the issue. FDA's current 
program is reactive rather than proactive, and is inadequate and 
incommensurate to the needs of both Americem consumers and the 
American fishing industry. 

The President of the National Academy of Sciences Institute for 
Medicine has been quoted aa saying that the FDA, and I quote, "is 
a demoralized group, asked to do too much with too few resources." 

Neither Congress nor the Administration can have it both ways. 
If FDA needs revitalization, then it cannot fulfill current needs by 
undertaking a miiuor new program for federal fish inspection. Nor 
can it shortchange consimiers and fishermen by seeking to hold 
tightly to responsibilities that it cannot now adequately ft^fiU. 

The role and mission of the National Oceanic and Atmospheric 
Administration must be considered in federal fish inspection legis- 
lation. There is an urgent need for greater scientiJFic research, 
greater fisheries conservation and management efforts, and greater 
fisheries enforcement by NOAA. 

In an era of scarce resources, we must insist in interagency coop- 
eration for a comprehensive fish inspection program, and S. 1245 
does just that. 

I welcome the Commerce Committee's assistance in continuing 
progress on this l^islation. 

[The statement follows:] 
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I want to begin my testimony be saying thank you again 
to Senator Hollings and Senator Stevens , for their traditional 
iMulerahip on iMues of iiqiortance to the fishing Industry, and 
for their assistance in passing My lobster bill during the 
First Session of the lOlst Congress. 

The lobster bill was important to all of New England. 
Senator Stevens' support of the bill particularly represented a 
enrlfont by the East and Nest Coast fishing Industries to 
stand or fall together In their Interests. That commitnent has 
been recognized and appreciated throughout New England. 
It is ny intention that the same bipartisan, bicoastal spirit 
should prevail relative to fish inspection legislation. 

HhatlMr It is in Hew England or the Pacific Northwest, the 
Gnlf of Mexico or elsetrtiere, whatever affects the quality of 
seafood, and idiatever affects the confidence of consuners in 
the seafood narkatplace, utlliaately affects the livelihood of 
all flsbensan. 
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AlinoBt one ysar ago, I introduced S.1245, a bill to 
aetabliah a national fiah inspection program. I was encouraged 

to do BO by leaders of Maine's fishing Industry including the 

Associated Fisheries of Haine, the Maine Sardine Council and 
the Maine Fishenaen's Cooperative Association. The bill has 
since been co-sponsored by 28 Senators, Including G Benbers of 
the Commerce Committee. 

The staffs of both the Consnerce Committee and that of the 
Senate Agriculture Committee have worked with my own staff in 
efforts to define and refine specific concepts for such 
legislation. During a three-week period beginning January 25 
and ending February 9, 1990, the combined staffs participated 
in a series of informal discussions on fish Inspection with 
representatives of various Federal agencies and both industry 
and consumer organizations. • 

On March 1, 1990, Senator Holllngs and Senator Stevens 
introduced S.222B, an additional fish inspection bill. Along 
with Senator Kerry, I Joined as an original co-sponsor of that 
bill. Senator Hollings and Kerry also co-sponsored S.1245. 
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in a Floor Statenant Includad In the ConaraBalonal Racord 
on March 7thi X oxprasssd ny vivw that S.3328, along with a 
thitd bill, S.19a3, introduced by Senator Leahy, Chalxnan of 
the Agriculture ConDolttea, represantad *a logical progreseion' 
from the original S.1245 In the legislative process. Senator 
Holllngs and my co- sponsor ship of S.1245 and S.2226 
respectively also was an exprasalon of our comnitnent to work 
together to achieve sound, sensible legislation. 

Earlier this week, the Senate Agriculture Committee 
marked-up and approved 5.124S. The Agriculture Conmittee bill 
substitute reflects nany concepts and features derived from 
both S.19e3 and 5.2228. 

I want to state for the record my disappointment with one 
omission from S.124S, ae reported by the Agriculture CcMimlttee. 
On a close 10-9 vote, the Comnittea deleted a "vrtilstleblower 
protection" provision from the CoHmlttee substitute. This 
provialm is an •asential safeguard for public health int«r*ats 
in a program that provides less -than -continuous inspection. 
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The ^i>tl*blower provision dalatod by th« Sanat* 
Agricultars Cnuittae raflacted recent, existing pracedents 
under Federal law. It iraa modeled particularly after the 19B2 
Surface Transportation Assistance Act— -irtilch was crafted hj 
the Senate Comnerce Comnlttee. Today, I want to Bake clear mj 
intentions on this particular issue. I intend to work to 
restore a strong whistlablower protection provision in the 
legislation. I will not support enactment of legislation that 
falls to Include an adequate provision in this regard. 

Overall, I want to state, however, that S.1245 is a solid, 
sensible bill. There are issues which still need to be worked 
on, but there is conseneuB on most aspects of the legislation. 
I an especially grateful for the work devoted to the 
legislation by the National Fisheries Institute and Public 
Voice for Food k Health Policy. These organizations are not 
testifying in today's hearing, but they already have provided 
critical testimony before other Senate and House committees. 
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S.1245 contains nany Inportant featurasi it reflects the 
basic principles that the Federal GovemiMnt should fund a 
Mandatory fiah inspection progran directly as a public health 
program) that Inspections should be based on reasonable risk 
assessments under the Hazard Analysis Critical Control point 
■Mthod; and that Imported products must be subject to the. sane 
standards as our domestic Industry. 

S>1245, as approved by the Senate Agriculture Committee, 
also Includes many provisions refined in Senator Holllngs' and 
Senator Stevens' S.2228, such as providing a role for the 
Interstate Shellfish Sanitation Conference; creating a 
Shellfish Indicator Research Program; and placing an emphasis 
on cooperation with State Govemments and minimising disruption' 
to the fishing industry through a prioritised, gradually 
phased-in approach. 

The issue of agency roles and Jurisdiction also is 
iiqmrtant. 
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S.1245 «Btabli8heB th* U.S. Department of Agriculture 
(nSDA) as the lead agency for Faderal fish Inapectlona. 
However, It alao envialonB laportant roles for the Food t Drug 
Adnlnistratlon <FDA) and the Hational Oceanic and Atmospheric 
Adfld.nlatratlon (NOAA). 

It is no secret that my preference for agency 
responsibility for such a program la the Department of 
Agriculture. I view this as an issue of equity and 
•f fectlveness . 

The Food Marketing Institute has determined that consumer 
confidence is highest In the Department of Agriculture. USDA 
has responsibility for the inspection of meat and poultry 
products, the fishing industry's primary conpetitors. Heat and 
poultry Inspections are funded by the Federal Government at a 
cost of $400 million annually. The fishing Industry should not 
be subjected to a different agency, nor be required to pay for 
an inspection system, vhlle Its con^tetitors are inspected under 
a Federally- funded system. 
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Th« cholca of CSDA alBo rsflscta a rscognltlon that th* 
D.S. fishing induaxy la part of a global vackatplaca, and U6DA 
la b«st-poeltlonad to support th« induatry to achiav* global 
co^patitivMiaaa . USDA already haa an overaaae network of trado 
otficlala and Inspactora. The Federal Govemment'a negotiating 
poatura in current GAn' negotiationa alao is to regard 
flBherlee producta as agricultural commodltlea . Flah Inspection 
standards will become an increasingly important aspect of 
international trade. 

□SDA is a choice for the future. Congress must not rely 
Boley on bureaucratic arrangements of the paat in legislating a 
con^rehMiBive Federal fish inspection program. 

I also have stated that jurisdictional iBsues should not 
be allowed to prevent enactment of legislation that truly 
serves the public interest. As reported by the Senate 
Agriculture Comittee, S.1245 envisions interagency cooperation 
and draws on existing strengths within each agency. 
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In an ara of acarcs budget rBaourc«B, Congraaa should 
Inaiat on interagency cooperation, aa Mall as a streanlining 
and atrengthaning individual agency mlBaiona. 

Laat week, the Adninis tret ion commented on S.2393, 
the 'Safe Food Transportation Act of 1990,* lAich was ap pr o ve d 
by the Commerce Committee on April 3, 1990. It is not my 
purpose to comment on the merits of that bill today; hovrever, 
the letter of comment which vas jointly signed by the Secretary 
of Health b Human Services and the Secretary of Agriculture, 
along vrith the EPA Administrator and Secretary of 
Transportation should be noted) 'The Administration will 
support legislation which 1) allows for adequate flexibility In 
developing and executing a regulatory program,' and 2) 
recognises existing agency expertise and experience.' 

The Administration letter on 5.2393 indicated the 
08DA, FDA and EPA 'need to play the primacy role for 
determining standards for food safety.' Koreover, 'the relevtnt 
agencies will work together to make the full use of their 
expertise to develop and execute an effective progrcun, 
regardless of the final division of responsibility." 
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l<ooking to OSDA and FDA ae the nation 'b primary food 
■at»ty agencies, l believe the aam* flexible approach ahould be 
adopted by the Administration in the area of fish inspection. 
The need to atreamline and strengthen agency rolea and mlsalons 
is eapecially relevant to FDA and NOAA. 

The Senate Committee on Labor & Human Resources recently 
reported an FDA Revitallsation bill, S.845, which currently is 
pending on the Senate Calendar. In Its report, the Caranittee 
specifically directs PDA to undertake a management study to 
deterntine In pajrt -irtiich of the agency's responsibilities can 
■ore efficiently ba performed by the private sector, other 
Federal or State agencies , [emphasis added] or because of 
changes in technology, no longer need to be regulated by FDA." 

FDA's budget for all food safety activities currently is 
approxljnately $145 nilllon. The eatlnated coat of a Federal 
fish inspection program is up to $100 million— approximately 
70 percent of FDA'a current budget for food activities. 
According to a recent General Accounting Office (GAO) report, 
the FDA has vatiAated that it needs 2.000 additional positions 
—-■ore than a 25% increase in ataff— just to adninister 
current programs. 
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According to th« GAO Report, rDA officials said that thaae 
additional 2,DO0 positions still would not allow FDA to axpand 
its ■•af ood inspactlons . 

Accoirding to tastluony by the Coalition for TDK Resourcas, 
tha agancy'B own auppoctart, before a House J^propriationa 
Subcovonittea, FDA's response to Its current staff shortage 
'has been to alight some duties in favor of others, to develop 
sampling and compliance monitoring techniques to compensate for 
decreased monitoring capabilities, and in the end to rely on 
'honor systems." 

That statenient probably strikes to the heart of the issue. 
FDA'S current program is reactive, rather than proactive; and 
is inadequate and Incommensurate to the needs of both American 
consunerB and the fishing industry. I 

The president of the National Academy of Sciences' 
Institute for Medicine Is quoted as stating that FDA "is a 
denoralised group, being asked to do too much with too few 



DiqinzedhyGOOt^le 



Helthsr Congresa nor the Administration can have It both 
ways. If FDA urgently needs revltalization , then it cannot 
fulfill current needs by undertaking a major new program (or 
rederakl fish inspection! nor can it short-change consumers and 
fishermen by seeking to hold tightly on to responsibilities 
that it cannot adequately fulfill. 



From the same perspective, the role and missions of the 
National Oceanic & Atmospheric Administration must be balanced 
in considering Federal fish Inspection legislation. There ie a 
very urgent need for greater ecientific research, greater 
fisheries conservation and management efforts, and greater 
fisheries enforcement by HOAA. 

FDA's revltalizatlon and NOAA's expanding role In other 
areas must not be jeopardised. In an era of scarce resources. 
Congress should Insist on interagency cooperation for a 
coeiprehenBive fish inspection program. S.1345 does exactly that 
with OSDA, FDA and HOAA, seeking to build on the strengths of 
each agency. I welcome the Commerce Committee's assistance in 
COTtinuing progress on the legislation. 
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The Chairman. Very good. I will just make a couple of comments 
and yield to my colleagues in order of their arrival — Gore, Breaux 
and then Cohen. Is that all right? 

Senator Mitchell, right to the point. You know, under the Agri- 
cultural Marketing Act of 1946 they call on NOAA for the volun- 
tary seafood inspection that is going on right now. Now, they only 
cover euiywhere from 9 to 12 percent of the seafood consumed, 
lliey have about SOO people involved in seafood safety prt^rams 
and a very limited budget of around $20 million which is provided 
Id part, by industry fees. The FDA has a smilar size progremi. They 
say they now inspect about 25 percent, let us say, of seafood proc- 
essing plants, wi^ 300 personnel and another $20 million annual- 
ly- 

On the issue of consumer confidence — the public has confidence 
in the Department of Agriculture because that is all they really 
know about. And even there we have a problem, according to a 
film I saw on agricultural meat inspection just about a monui ago. 
But we can chat about that later. In any event, we have got 128,000 
fishing vessels, and seeifood safety is a totally diffemt thing to con- 
trol than meat and poultry inspection. Seafood requires a different 
kind of approach. 

The question really evolves as to whether or not the Food and 
Drug Administration, the National Oceanic and Atmospheric Ad- 
ministration, need to be beefed up with the National Marine Fish- 
eries Service, the NOAA labs, and everything else all there. Ilie 
alternative is whether the expertise is to be transferred to USDA. 
If we agree to the approach in your bill, they would have to trans- 
fer two to three offices which are already in existence at NOAA 
and FDA over into the Department of Agriculture. From your com- 
ments, which I agree with thoroughly, the problem really is that 
they have not had a very extensive or financially supported pro- 
gram at NOAA and FDA. 

But let me yield to Senator Gore, because we v/ant to move to 
the Secretary. Secretary Sullivan has to leave at 10:00 a.m., and 
you are behind schedule, too. Go ahead. 

Senator Goke. Well, in light of that, Mr. Chairman, I will for^o 
any questions. 

The Chairman. Very good. Senator Breaux. 

Senator Breaux. I was just wondering if I could ask the witness 
if he knows what time we are going to get out this evening? 

I would just like to thank him. He h^ done a lot of good work on 
this. I appreciate the work that the majority leader has done. 

The Chairman. Senator Cohen. 

Senator Cohen. No questions. 

The Chairman. Thank you very, very much. 

Senator Mitchell. Mr. Chairman, thank you very much. I appre- 
ciate the courtesy of my colleagues. 

The Chairman. Yes, sir — good. Secretary Sullivan. Mr. Secre- 
tary, we welcome you to the Committee. We are glad to see tiiat 
your interest is varied — broader than cigarettes — and that it in- 
cludes seafood. 

Secretary Sullivan. Thank you very much, Mr. Chairman. 

The Chairman. I would smoke fish. 

Do you oppose that, too? 
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Secretary Suujvan. As loi^ as you are 18 or over, I think you 
could. 

My colleague from the FDA says as long as the FDA inspects it, 
it is all right. 

The Chairman. We also welcome Dr. John Knauss, the Under 
Secretary of Commerce and Administrator of NOAA, James 
Benson, the Acting Commissioner of the Food emd "Drng Adminis- 
tration. Thank you very much, Mr. Secretary, and you may pro- 
ceed. 

STATEMENT OF HON. LOUIS SULLIVAN, SECRETARY. 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Secretary Sullivan. Thank you very much, Mr. Chairman. 

It is always a difficult act to follow the majority leader concern- 
ing an issue like this, but perhaps it would simplify it if we could 
redefine fish as a meat, and then there would not be a jurisdiction- 
al iasue. But obviously, Mother Nature will not cooperate with us 
in that, so we are confronted with a very different kind of issue 
when it comes to seeifood inspection as compared to the inspection 
processes that exist in the Department of Agriculture for meet and 
poultry. 

As you have edready indicated, Mr. James Benson, our Acting 
Commissioner for the Food and Drug Administration is with me, 
along with Dr. John Knauss from the Commerce Department's 
NOAA Division. 

Now, today's hearing does represent the culmination of a year of 
strong congressional interest and inquiry into virtually every 
aspect of the seafood program. Committees in both cheunbers have 
raised questions on how the Federal seafood program should be 
structured, which agency or agencies should have this responsibil- 
ity, and the level of funding required. 

I commend this collective analysis as well as your own personal 
interest, Mr. Chairman, in this subject. As you know, the Adminis- 
tration has also been studying seafood inspection over the past sev- 
eral months, and as the Nation's chief health officer, I assure you 
no one is more concerned about the safety of our seafood. 

Our data su^ests that although consuming raw shellfish carries 
a somewhat greater risk, seafood is on average safer than animal 

Erotein products such as chicken, and in short there is no public 
ealth crisis in seafood safety which might justify an upheaval in 
the exiatii^ programs. 

This is not to say that we are satisfied with the current situation, 
because Congress and the Administration realize that the public 
may be uncertain eis to the safety of seafood. The consumer needs 
and deserves the reassurance about safety that will be provided by 
an enhanced seafood inspection program. The Administration has 
concluded that the best way to improve the Federal seafood sjifety 
program is to build upon existing programs in the Department of 
Commerce and the Food and Drug Administration and to finance 
those enhanced services which impart substantial private benefit to 
the industry through user fees. 

A letter outlining the Administration's views on this matter has 
been transmitted to the Congress by White House Chief of Staff 
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John Sununu, and I ask that that letter be made part of the record 
of today's hearing. 

The Chairhan. It will be included.* 

Secretary Sullivan. Thank you. Mr. Chairman, your bill — S. 
2228 — contains many jKJsitive features that would strengthen sea- 
food programs. Your bill emphasizes the critical points of harvest- 
ing, processing and treinsport of seiifood where health risks are 
most likely. The inspection of processing vessels is also included, 
and a strong role is preserved for State inspection pn^rams. We in 
the Administration want to work with you and the members of 
your Committee to improve the existing seafood program both at 
the Department of Commerce and the Food and Drug Administra- 
tion. 

The Administration believes that the Food and Drug Administra- 
tion should continue in its current role in the leader of seafood 
safety given its public health mission, its experience and its exper- 
tise. 

The Depeirtment of Commerce's responsibilities in seafood inspeo- 
tion and grading and in support of State inspection programs 
should be continued and enhanced, and be closely integrated with 
those of the FDA. The FDA operates a mandatory seafood safety 
program and has done so for many years. The law requires FDA to 
ensure that seafood is safe and wholesome and that it is not mia- 
branded or deceptively packaged, just as it does for fdl other foods 
except meat and poultry, which is r^ulated by USDA. 

The FDA inspects processors, suppliers, packers, WEirehousee and_ 
labelers of fish eind fish products. FDA also examines and sampler 
imported seafood products, and as you know, the Department o^ 
Commerce's Nationsil Marine Fisheries Service operates a manda — 
tory seafood inspection prc^am which allows members of the in- 
dustry to display a seal showing that they have passed Federal in — 
spection. 

Under a current working agreement, the National Seafood. 
Marine Fisheries Service program conducts seafood inspections 
looking for violations of the Food, Drug and Cosmetic Act. 'This pro- 
gram and the FDA also coordinate their research activities under a 
similar agreement. Both of these prc^rams require a thorough im- 
derstanding of marine biol(^y and related meirine disciplines. Our 
two agencies have acquired this expertise over the course of many 
years, and both have substantial interEU^on with the States, with 
other Federeil agencies, and with foreign countries. 

Under a new initiative in the Administration's fiscal year 1991 
budget, these two agencies are working together to establish and 
implement a voluntary seafood program that is based on the model 
seafood surveillance program established by tfiis Committee 
through your leadership, Mr. Chairman. This new pn^am em- 
ploys the Hazfird Analysis and Critical Control Point principles. 

'Ilie National Marine Fisheries Service will conduct the routine 
inspections of seafood plants and FDA will perform verification in- 
spections to ensure proper functioning of the program. This demon- 

■ Hw letter ma not nproducible. 
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strates the commitment of the Administration to improving and 
strengthening our seafood pn^cuns. 

Under new legislation, the two agencies are prepared to create 
^intly a compr^ensive seafood prc^am that includes the foUow- 
mg: (1) setting standards for water quality, allowable containment 
levels and gumity of seafood products; (2) inspecting and roistering 
vessels and processing facilities; (3) strengthening inspections for 
imported seafood; (4) expanding consumer education prcwrams 
about proper purchasing, handling and preparation of seafood; and 
(6) toughening record-keeping requirements, documentation and 
access for monitoring purposes. 

As you know, Mr. Chairman, many of these elements are also 
part of your effort on model programs. 

I woiUd be remiss if I did not mention the strong role that our 
States share in seafood safety. State r^ulatory agencies rely on re- 
search and assistance from both the Food and Drug Administration 
and the National Marine Fisheries Service. The Interstate Shellfish 
Sanitation Conference exemplifies an effective Federal-State indus- 
t^ partnership to improve shellfish sanitation. This is but one part 
of the cooperative foundation to improve seafood safety. The coop- 
erative service agreements, which are an essential part of the Na- 
tional Marine Fisheries Service and the FDA comprehensive sea- 
food proposal, will allow the agencies to strengthen their relation- 
sfaipB with the States. 

The two agencies nm a niunber of inspection and research lab- 
oratories which complement each other. For example, the Depart- 
ment of Commerce operates seafood utilization research laborato- 
ries in Charleston, Seattle and Gloucester, Massachusetts, and the 
National Seafood Inspection Laboratory in Pascagoula, Mississippi. 
FDA operates a seafood products research center in Bothell, Wash- 
ington. The Fishery Research Branch Laboratory in Dauphin 
bland, Alabama, a shellfish sanitation, training and State assist- 
ance facility in North Kingston, Rhode Islcuid, and 19 field labora- 
tories with seafood expertise. 

Another example of interagency cooperation results from an in- 
terest of yours, Mr. Chairman, and of Senator Stevens, in the 
health effects of Om^a-S fatty acids derived irom fish. Through 
TOUT leadership, financing has been provided for a Department of 
Commerce project which supplies the high quality fish oil test ma- 
terials needed by my own Department's researchers to investigate 
the therapeutic effect of including these oils in one's diet. 

Although there are potentially many risks to which seafood may 
be exposed, the actual range of reported health problems associated 
with seafood is relatively narrow. The clearest health risk involves 
the consumption of raw molluscan shellfish, and that stems largely 
from human pollution of coastal waters. 

liie best strategy for protecting the public from this risk is to 
monitor the water quality of growing areas. The National Shellfish 
Sanitadon Prc«ram which is administered by the FDA is a cooper- 
ative Federal, State and industry endeavor to ensure that shelliish 
harvesting occurs only from waters certified to be safe. A critical 
component of water quality monitoring is the ability to rapidly 
detect contaminants, primarily viruses and bacteria which can con- 
centrate in shellfish. This is an area of on-going successful research 
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by both the FDA and the Marine Fisheries Service. For example, a 

recent advance allows us to detect the Norwalk Virus, which is re- 
sponsible for most iUnesses caused by eating raw molluscan shell- 
fish. 

In closing, Mr. Chairman, my message to you today is, we have a 
good seafood inspection program now. It works, and the right Fed- 
eral agencies — tiiose with seafood expertise — these agencies are 
running it. However, we can and we should improve our operations 
to bolster public confidence in seafood safety. Congress and the 
public want and expect this of us. We think that, using your bill as 
a starting point, we can work together and arrive at l^pslation 
that will help us make the needed improvements. We look forward 
to working with you and this Committee towards that end. 

That concludes my prepared remarks, Mr. Chairman, and as you 
have noted I am scheduled to testify at another Committee, but I 
would be pleased to receive questions if you would like. 

The Chairman. Yes. Secretary SuUivan, is the Committee to un- 
derstand that this is the Administration's position? In other words, 
Secretary Yeutter of Agriculture is coordmated with yoa on your 
testimony here this morning? 

Secretary Sullivan. Yes. We have had meetings involving Secre- 
tary Mosbacher, Secretary Yeutter and myself and OMB Director 
Darman, and this is the Administration's position coming out of 
those meetings. 

The Chairman. Very good. With the press of time, let me yield 
to our colleagues. 

Senator Breaux. 

Senator Breaux. Thank you. I will just ask, following up on the 
Chairmem's question, who should be the lead agency — has the Ad- 
ministration made an official recommendation and what is it? 

Secretary Sullivan. Yes. The Administration's recommendation 
is that the Food and Drug Administration should be the lead 
agency in cooperation with the National Marine Fisheries Service. 

Senator Breiaux. What role would Agriculture have? 

Secretary Sullivan. Agriculture's role presently is "li nimal We 
have within our department, the Department of Heal^ and 
Human Services, not only the FDA with its inspection capalnlitir. 
but also the Centers for Disease Control and the National Insti- 
tutes of Health; we have the capability of detecting and analyztng 
many viruses and bacteria because 

Senator Breaux. I understand the capabilities of FDA. But my 
concern is, is Agriculture under the Administration's recommendR- 
tion essentially excluded? 

Secretary Sullivan. Yes. 

Mr. Benson. May I? 

Senator Breaux. That is a simple answer. I accept that. Let me 
ask another question — I think that the concern I have is, what are 
we inspecting for? History tells us that fish problems from a safety 
standpoint — a health standpoint— are minimal. Approximately a 
percent or less of food-related problems are from fiah, less than 3 
percent from fin fish, less than 3 percent from shellfish. It is not a 
bighealth problem. 

There is another problem out there, though, it is a quality prob- 
lem. It is a quality problem when someone sells stuffed shrimp, and 
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they stuff 99 percent with bread and 1 percent with shrimp. That is 
a quality problem. And is the FDA — do you have an ability to get 
into that aspect of grading? Does the FDA propoee to grwle fish as 
USDA grades meat? 

Mr. Benson. The present authority for FDA includes dealing 
with qualily. I think the industry's concerns are that we have 
placed adequate emphasis on safety but not adequate emphasis on 
quality issues. 

Senator Breaux. I agree with that. 

tlr. Bbnson. And I do too. Under the Administration's plan, we 
would in coi^unction actually with NOAA taking the leadership 
role, pay much more attention to the quality end of it and, in fact, 
would have a raark that would be placed on seafood products that 
met the combined requirements or recommendations of the two 



Senator Breaux. So you would grade for quality. And the pro- 
gram under your propo^ would be paid for by whom? 

Mr. Benson. May I? 

Secretary Sullivan. Yes. 

Mr. Benson. The program that is envisioned by tbe Administra- 
tion would be a combination of authorized funcu as well as user 
fees. 

Senator Breaux. What would be the percentage breakdown? 

Mr. Benson. The present level of spending for FDA is about $25 
million. The President's budget requests an additional $9 million 
for 1991 which would take it up to 34. I am not — Dr. Knauss ought 
to answer — I would defer to him on NOAA's present budget. 

Senator Bhxaux. Would it be a 50-50 split? 

Mr. Benson. I think that question will not be known until we get 
into the pn^ram, because there is no requirement for the industry 
to join. But I would say ultimately it could be on the order of 50- 
50. 1 think that is probably a good goEil. 

Senator Bbeaux. And what is the rationale, where the poultry 
and meat industries pay zero for inspection prc^ams, for the fish- 
ing industry to pay half of the cost? 

Mr. Benson. I think that is a very good question. The best 
answer I can give you on that is, we did some calculations, and it 
looks to us as if the existing r^ulatory program in USDA for meat 
and poultry per consumer dollar spent costs about 16 times as 
much as what FDA spends. 

So it is a question of, I think, what the Congress wants to spend 
on these kinds of programs. It really — I think it is a function of 
what Congress tells us to do. If more money should be spent on sea- 
food, then, that money should be authorized, and we will spend it. I 
can assure you. 

Senator Breaux. Thank you, Mr. Chairmfm. 

The Chairman. Senator Cohen. 

Senator Cohen. Mr. Chairman, if I could follow up on that par- 
ticular issue. On the one hand, you have got a situation where sea- 
food on the whole is safer tiiaa poultry, according to the Secre- 
tary's testimony. But you would have meat and poultry inspection 
Amded by the taxpayer, but fish inspection, funded at least in part, 
by the fishing community. 
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And I am wonderii^, if we use the Darman duck test, which I 
know the Chairman is familiar with that. But if you call it a user 
fee, it is not a tax then. But I have a real question on the issue of 
uniformity and equity as to why the fishermen should be compellei 
to pay for inspection, even though it is a voluntary program as you 
have suggeeteid. But meat and poultry eire funded by the taxpayer. 
And I do not understand the disparity. 

The notion that somehow that they eire spending 16 times more 
money on their inspection does not really pertain to quality. Be- 
cause, according to the GAO, there are some real problems witiiin 
FDA itself. As a matter of fact, GAO says, FDA needs 2,000 more 
people just to administer the current progreuns. So I do not know 
that you can say because it takes 16 times more to fund the meat 
and poultry, therefore, you are more efficient. 

Mr. Benson. I Uiink it is a question of cost^ffectiveness and 
what you want out of what you spend. I think from a safety stand- 
point both programs, both USDA's program and FDA's program 
are exemplary. 

I think from a quality standpoint, it is obvious that when you an 
spending 16 times as much, you are going to get more value back 
for that. I hope you get more value l»ck from that. I think it is a 
question of what is an appropriate breetkdown on the co6t«fFectiTe- 
ness scale. 

As far as the GAO recommendations are concerned, I believe 
that FDA operates an extremely cost-effective program across the 
board. I am proud of the things we do. There is no question in my 
mind that, you know, additional resources would enhance a lot OT 
different programs. 

Senator Cohen. Mr. Benson, let me ask you quickly. If you were 
given this jurisdiction, would you hire 2,000 more people, t^t GAO 
says you need, just to administer current programs wi^out even 
getting into fish inspection on a wide-scale basis? 

Mr. Benson. That is a hard question to answer simply. Certainly, 
if we got the 2,000 the GAO is talkii^ about, they would not all go 
to the fish inspections. They would not. I think right now we are 
getting an additional $9 million assuming the budget goes through. 
If the President's request is approved here, then, we would have 
the additional $9 million. That to me will strengthen the program 
enormously in coi^unction with what NOAA is doing. 

Senator Cohen. You have a $145 million budget now. And the 
cost of inspection, according to Senator Mitchell's testimony is that, 
it would cost about $100 million to have this inspection program 
for fish. 

Do you think $9 miUion is going to make up the difference for 
you to eissume greater jurisdiction? 

Mr. Benson. I am sorry, 1 do not know where the $146 taillios 
comes from. 

Senator Cohen. FDA budget. 

Mr. Benson. Not for seafood, sir. 

Senator Cohen. For inspection pn^^rams. 

Mr. Benson. Oh, across the board inspection programB. 

Senator Cohen. Right. 

Mr. Benson. I am sorry, I misunderstood you. 
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Senator Cohkn. Right, so now you are talking about a $9 million 
increase to the budget for inspection, and that is going to adequate- 
ly fiind the prc^ratn? 

Mr. Benson. I think that it will continue to assure safety. I think 
that it is going to take the voluntary portion of that program based 
on user feee to get the quality up to where the industry would like 
to see it. 

Senator Cohen. One final question, Mr. Chairman. If user fees 
were to be considered or imposed, and you hired additional people, 
what guarantees do we have that the fishing community is not 
paying a tax called a user fee in order to hire more inspectors that 
wiU be applied to other programs? 

Secretary Sullivan. Well, let me comment on this. Senator 
Cohen, first of all, we have in our 1991 budget an overall request 
for additional FTEs for the Department, induding I believe some 
550 for the Food and Drug Administration. This is for a variety of 
pngraxas within the FDA. 

We are facing, as are all federal agencies, the challenge of meet- 
ing our responsibilities in our current economic environment. In 
view of the budget deficit, I think — which all of us are concerned 
about — the strategy for trying to meet those responsibilities while 
also being fiscally responsible in terms of our deficit has led us to 
the position of user fees. 

In the final analysis, the Congress is going to decide on whether 
this would be financed by user fees or by direct appropriations. We 
have proposed this as a strategy, tiying to be responsive to our pro- 
grammatic responsibilities as well as to the nsceil budget. But, 
really, I think the Congress in its wisdom will determine how this 
would be financed, whether it is in Agriculture or in the FDA. 

The CHAniMAN. Good. As we all know, Mr. Benson and Dr. 
Knauss both will stay with us. Secretary Sullivan has to leave at 
10 o'clock for another hearing. 

Senator Stevens. 

Senator Stevens. Mr. Secretary, do jrou envision that the inspec- 
ticai program needed for seafood is different than the one nee(led 
fiw meat and poultry? 

Secretary Sullivan. Very definitely. The meat and poultry pro- 
gram is one of largely visual inspection of a relatively narrow 
range of protein elements. In dealing with seafood, you have a tre- 
mendous variety of different organisms here, and, in contrast to do- 
mesticated animals for meat and poultry, largely you are dealing 
with species that are caught in the wild with tremendous variation. 

That is why we have qualitative differences, and that is also why 
we emphasize our linkage within my department of the FDA to the 
NIH and CDC. The expertise to carry out the kinds of inspection 
for contaminants, for viruses or bacteria or toxins in seafood de- 
mands that kind of expertise. It exists now in my agency. That is 
not in the USDA. If this program were in the USDA, they would 
have to develop that expertise which we already have. 

Senator Stevens. I am inclined to agree with that. 

I recc^piize the fact that you have to leave, and I will just make a 
statement to you. Elvery time seafood starts to have a higher pro- 
portion of the market, we find these chfu-ges that come from con- 
sumer groups, in quotes as far as I am concerned, about seafood. 
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I have lived through now the swordiish problem where we 
banned the Bword^Bh induBtiy for two years because of complaints. 

We had a period of time when all halibut that was caught in the 
North Pacific over 150 pounds was destroyed because someone said 
mercury was a terrible tiling. 

We uien went through a whole period of time when we had a 
salmonella scare, and it toolc me two to three days, I think, here in 
this committee to convince people we were talking about chicken 
and not salmon. 

I have to tell you, I think that this whole thing needs a little bit 
of examination as to the real reason why we need any increased 
inspection beyond what we have now. My state has a zero toler 
ance. You find one fish in a load that ie bad, we destroy the whole 
load. Agriculture does not destroy the whole area's production of 
meat if they find one bad block of meat. 

We are processing millions of fish per day in plants that are 
2,000 miles from my home in Anchorage, which is closer to Tokyo 
than it is to Washington, DC. If we start r unning a prc^H'ani out 
there of individual fish inspection, it is going to cost the consumer 
so much it will take the iish once again out of the spectrum eis for 
as increased market share of the total demand for meat and fish 
products in this country. 

I really hope you all will think twice about even what you are 
recommending. I think it is going too far. 

liie Chairman. Senator Robb. 

Senator Robb. Mr. Chairman, because I had a conflict and missed 
the earlier testimony, because there is a vote on, and because the 
Secretary has to be at another meeting, I know, in just a couple of 
minutes, I will rely on the record. 

The Chairman. Very good. 

Dr. Knauss, you and Mr. Benson stay with us. 

Secretary Sullivan, thank you very, very much. 

Secretary Sullivan. Thank you, Mr. Chairman. 

[The following information was subsequently received for the 
rea>rd:] 

QuKsnoNB or Sbnatob Inquvb and the AHSwaaa Thereto 

QuettUm. The Food and Drug Adminiatration (FDA) briefiiig paper entitled "Pwa- 
sitM in Fiah" supporta the FDA recommendation that all fish that may be con- 
sumed raw or rare should be Atnen. It appears that the FDA recommendation wm 
not baaed on adequate information, but on selective interpretation of a few studin. 

On what basis did the FDA conclude that all fah intended for raw consumption 
should be Atsen? 

Answer. FDA does not believe it is appropriate to assume that any particular qie- 
cies is free from parasites, and therefore, safe to eat raw or rare without other pre- 
cautions. Indeed, studies have shown that even tuna, a species not frequently imidi- 
cated in such outbreaks, may harbor anisakid larvae. 

FDA believes that prooer preparation of all fish to eliminate parasitic infection il 
an essential public health measure. Since cooking and freezing are the only controls 
currenUy available for protecting consumers against fish parasites, FDA reccon- 
mends that all fish intended for raw cvnBuinption should be frozen. 

We have encloeed, for inclusion in the record, letters from the Journal of the 
American Medical AssociatioD documenting anisakis infections from tuna as well as 
c^jher apeciee. 

Question. Does the FDA plan to examine each fish species to determine the proba- 
bility of parasite infestation if such speciee is consumed raw or rare? If not, -mhy 
not? 
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Aitnnr. It la not feanble for FDA or any other Federal ageiu^ to evaluate fuh on 
B mieciea by apedee basis to determine the probability of parasite infestation. F1}A 
IwlIevieB that the available control, that is, freezing of fish int«nded for raw con- 
"), has be«n shown to be an effective public health measure to addreea this 



la aurveyB FDA has conducted of fiah species, including tuna, available in com- 
nercial marketo, some specimens of all speciee contained larval nematodee of the 
MiMildd groop, and some also contained trematodes and ceetodee. 

The Chaibman. The committee will be in recess briefly so we can 
ooake that roll call vote. Then we will continue with these gentle- 
men and another panel. 

[Brief recess.] 

The Chahluan. Let us hear from the two gentlemen now from 
the Food and Drug Administration. 

Mr. Benson, you have only answered the questions. It could be 
that listening to tiiose questions and emswers you have some addi- 
tional comments. I know you are using the same written state- 
ment, of course, as the Secretary, but is there anything you would 
(ike to sf^ to the committee relative to your agen^ 

You can see the ftiistration at the Congressional level. I agree 
nth the Secretary there is no crisis. We have a prt^eun, and it is 
forking People will go out at noon and order a fish lunch or a fish 
andwich, imd they will live. 

On the other hand, we now face new concerns, particularly, if 
**>u awakened early this morning and saw the news. One network 
lad a program about red tide, surgical garbage and other types of 
Nillution, from Martha's Vineyard down to Nagshead, North Caro- 
ina. I am not going to order a fish lunch today, nor will others if 
hey saw that program. We also will hestitate a little while because 
ve do not think our current system provides tight safety eissur- 
mces with the 120,000 vessels and with the 120 countries involved. 

guess that imports can be r^^ated effectively because if a coun- 
ty ships in any kind of foul sefifood their msirket is gone. I also 
inderstand that a higher percentage of imports are checked over 
it the National Marine Fisheries Service. 

Let me hear from you, Mr. Benson, on why you all are not doing 
I better job. 

STATEMENT OF JAMES BENSON, ACTING COHMI^IONER, FOOD 
AND DRUG administration 

Mr. Benson. I have no prepared statement, sir, but I would like 
to make a few points, and then I will try to answer your question. 

I think there are a couple of things that were left over from the 
earlier portion of the session that I would like to clarify. Perhaps 
the most important one is I hope no one is left with the impression 
that the grading services and the quaUty services that are done by 
USDA are not paid for by user fees. They, in fact, are paid for by 
user fees. In fact, much work in the r^iilatory inspection is also 
paid for through overtime payment something on the order of be- 
tween 20 and 25 percent. 22 percent, I think, is the ideal fee. 

The CHAmMAN. Just for the record, when you say "user fee", so 
there is no misunderstanding, how are those user fees exacted and 
iwUected? 
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Mr. Bkhsom. I am not familiar with the innerworkings, but the 
grading eervices that USDA does for all agricultural products are 
paid for by the industry, as far as I imderatand. 

The Chairman. By the industry? 

Mr. Benson. Yes, sir, the safety portion, with the possible excep- 
tion of some of the overtime payments, just as it is presently paid 
for by authorized funds for both FDA and NOAA. So I think that u 
an important distinction, air, and if you like we can get some mate- 
rial to further clarify that for the record. 

The CHAmMAN. Very good. 

Dr. Knauss, will you now please give us an overview of NOAA's 
participation? 

STATEMENT OF DR JOHN KNAUSS, UNDER SECRETARY FOR 
OCEANS AND ATMOSPHERE, NATIONAL OCEANIC AND AIHOS^ 
PHERIC ADMINISTRATION, DEPARTMENT OF COMMERCE; AC- 
COMPANIED BY THOMAS J. BILLY, DEPUTY DIRECTOR OFFICE 
OF TRADE AND INDUSTRY SERVICES; NATIONAL MARINE FISH 
FRIES SERVICE; AND JAMES W. BRENNAM, DEPUTY GENERAL 
COUNSEL 

Dr. Knauss. Thank you, Mr. Chairman. It is indeed a pleasure to 
be here with Mr. Benson, who is acting heeid of FDA. I luive 
brought along with me two colleagues, Mr. Billy and Mr. Brennan. 
If questions get very difficult, I hope they can help with respect to 
some of the details. 

I have a full testimony that I would like to submit for the record 
if I may, sir. 

The Chairman. Yes, your full statement will be included, and 
you may highlight it as you wish. 

Dr. Knauss. I wUl be very brief. The Hrst point I would like to 
make is that the administration has concluded, as Secretary Sulli- 
van said, that the responsibility for seafood safety and inspectum 
should remain with the Departments of Health and Human Serv^ 
ices and Commerce throu^ the FDA and NOAA and that any ex- 
pension of the Federal seafood safety program should be directed 
toweu*d those two agencies. 

There has been a lot of legislation introduced with respect to sea- 
food inspection. As you noted when you introduced S. 2228, some 50 
bills have been introduced since the 89th Congress with respect to 
seafood inspection of one kind or another. I think we are getting 
closer to a workable arrangement. 

These bills pose several options with respect to agency jurisdic- 
tion. In our view and in the view of the Administration, H.R. 3155 
and H.R. 4588 come closest to the Administration position with re- 
spect to how that jurisdiction should be handled. 

We also note there are some very good ideas in S. 2228, your own 
bill, sir, includes linkages between the new Federal pn^pram and 
current state prc^ams. 

I would like to make a point that there has been a long partner- 
ship between NOAA and FDA with respect to NOAA's voluntary 
inspection pn^ram that goes back a number of years. Approxi- 
mately 10 percent of both domestic and imported fish are now sub- 
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^ect to voluntary inspection, and it is tiie Administration's plan to 
Duild upon that voluntary prc^ram. 

Iq fact, NOAA and FDA are currently developing an improved 
joint voluntary inspection program, based upon tixe Hazard Analy- 
sis Critical Control Point concept (HACCP). We which is were di- 
rected by Congress to develop a model seafood surveillance pro- 
gram based on the HACCP concept which has the support of indus- 
try, all the technical experts and all consumer groups, as I under- 
stand it. 

We plan to pilot test our new voluntary program which we will 
have ready in October. Assuming there are no glitches in this pilot 
test, we expect that we will be ready to implement a full-scale pro- 
gram. It could b^^in with our present voluntary program, which 
iiandles 10 percent or so. We (K)uld probably begin that by the first 
of tiie year. 

It is the Administration's position that this could be expanded to 
i total mandatory program as controlled by l^islation. "Hie details 
*f the divided jurisdiction and how we will do this between NOAA 
LKid FDA are fotmd, sir, in the fiill testimony which I have submit- 
«d. 

We agree with industry that a full-scale mandatory HACCP pro- 
■Kam of seafood inspection could enhance the acceptability of sea- 
^od. It could enhance the markets. 

We also agree with Secretary Sullivan euid you that seafood is a 
ksfe product. The problems with seafood, to the extent there are 
ft^, are primarily with raw mollusean shellfish. 

However, I know when I go home to Rhode Island I like to eat 
^lams or what we call Rhode Island guahogs on half shell. I also 
know that I am taking a small amount of risk when I do so, but I 
atmtinue to do so. The risk is in the sense that there is occasionally 
a rogue fishermem who will go into an area where he is not sup- 
Cxised to go, where the waters are polluted and pick up a couple 
bags of guahc^ and somehow sUp them into the market. Cooked 
BeaJEbod is one of the safest animal proteins going, including, sir, 
(iraducts firom thoee areas where there has been medical waste 
'wadhed ashore. 

Because the program that we are talking about is in laige part, 
Imt not totalfy, a market enhancement program, that is a program 
to increase the public acceptability of seafood, we believe that user 
fees are appropriate. We believe the Congress should weigh the rel- 
ative benefits of market enhancement versus safety and apply the 
appn^riate BpUt to how this program should be financed. 

In summaiy, sir, we believe that there should be a mandatory 
HAOCP-baied seafood inspection program. It is the Administra- 
tkm't vi0W that it should be a joint FDA/NOAA program, and that 
ii qielled out in my testimony. We also believe, as Senator Stevens 
and you have noted, that the primary reason for this program is 
market enhancement; thus, some level of user fees is justifiable for 
that reason. 
Iliank you, sir. 
[The statement follows:] 
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TBSTixoinr or 
DR. JOSM X. KHAnas 

I OF COHKERCB FOR OCEXHS A»D ATMOBPHBSB 
mTIOVM. OCEANIC AHD ATNOBPRXRIC ADNIVISTRATIOM 
U.S. DEPARTXEHT Of COHXERCE 

BEFORE THE 



the ConBittee: 

I am John Knau3S, Under Secretary of Cemunerce for Oceans and 
Atmosphere, and Adioinistrator of the National Oceanic and 
Atmospheric Administration (HOAA) . It is a pleasure to be here 
today to discuss your proposed legislation on seafood inspection. 

The need to strengthen or expand Federal seafood inspection 
programs and the manner in which this might be done is a topic of 
concern of many Committees of Congress. It has also been the 
subject of discussion within the Administration. Agency 
jurisdiction has been a key issue in debate and discussion. 
Legislation now before the Congress provides a number of options; 

o Strengthen the existing seafood inspection program 
within the Food and Drug Administration (FDA) of the 
Department of Health and Human Services (HHS) , 

o Divide the program among two or three Departments, or 



S. 2238 is an example of the latter approach, it 

transfer the entire responsibility of seafood inspectlc 
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I ax pleased that the Administration has concludad that 
sponsibility tor asafood safety should renain with FDA and 
tiA. and that any expansion of the Federal seafood safety 
ogran should be directed only touard these two Agencies, 

Of the bills currently being considered before Congress, 
o House bills (H.x. 1155, with the conplenentary H.R> IStt), 
ot closely approximate the Administration's position. As an 
ample, H.R. 31SS would continue responsibility for seafood 
fety with the Secretary of Health and Human Services by 
rengthening the authorities currently available to FDA. It 
uld also empower that Secretary to enter Into agreements with 
e Secretary of commerce and other Federal and State agencies to 
rry out the program in the most efficient manner. Inspections 
nducted by HOAA would be coordinated with FDA under working 
rangements that could be entered into under H.R. 3155. The two 
ancles have enjoyed a long and successful working relationship. 

H.R. 4S88, meanwhile, would provide the Secretary of 
nmerce with authority to establish an appropriate program and 
andards for fishing vessels- 

HOAA and FDA are already developing an Improved joint 
luntary inspection program under current authorities, as 
rected in the president's FY 1991 budget. It will he based on 
• Hazard Analysis Critical Control Point (HACCP) concept and 
LIS designed to enhance our existing statutory seafood 
■pectlon programs. The Joint FDA/NOAA fee-for-eervlce program 
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will improve the effectiveness of both FDA's current mandatory 
safety program and NOAA's voluntary inspaction program and will 
gradually introduce the industry to a HACCP-based systeM that is 
effBctive, efficient, and responsive to both industry and 
consumer concerns, a step necessary to reach the expanded 
inspection program envisioned by virtually all the legislation 
introduced to date. 

A mandatory HAccP-based seafood inspection program jointly 
administered by FDA and HOAA, however, would require certain 
additional statutory authorities for HOAA. All of these 
authorities are contained in H.R. 4568, and some of those 
authorities are contained in S. 2228. In fact, we find that 
S. 222B contains some excellent and innovative ways for dealing 
with the unique problems of the seafood industry. Recognition 
and provision for the relationship that needs to exist between 
the enhanced Federal mandatory program and equivalent Stat« 
programs, as discussed under section S of S. 222S, are examples 
of those prenuiaing innovations. 

Clearly, the collective expertise of FDA and HOAA and the 

programs they operate constitute an existing national resource. 

I would like to address those authorities needed by HOAA in the 

context of the substantive provisions contained in 5. 2226. We 

believe new authorities should; 

o Authorize HOAA to prohibit harvesting of fish from 

areas where the Secretary of Health and Human Services 
in consultation with the Secretary of Commerce 
determines a health hazard exists. This issue is 
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addressed in section 7 of S. 2228, which provides 
authority to HOAA for monitoring of growing and harvest 
areas and restricting sale of fish products not nesting 
HOAA standards set under Section 4. We believe the 
regulation of fish and fish products for public health 
purposes sold in interstate commerce should continue to 
be the responsibility of the FDA However consistent 
with its fisheries management responsibilities under 
the Magnuson Act NOAA should be granted explicit 
authority to prohibit or restrict harvesting in areas 
where and when public health is endangered. 



fish and fish products onboard vessels, 
processing vessel program will include mandatory, 
mlninum sanitation standards and provide access to 
records necessary to document control for HACCP-baaed 
principles. The substance of this feature is found in 
sections 5 and 6 of S. 2228. 

1 NOAA to require registration and 
jtion of certain classes or types of vessels 
:h requirements are needed. Section 6 of 
1110M5 for registration where HACCP requires 
loes not mandate registration across the board. 

related to exemptions, which nay be allowed 
under section 13(a)(2) relative to vessels which 
head, gut, gill, ice or brine. Although such 
operations nay appear simple, abusive handling of 



Establish, in cooperation with FDA, a natioi 
education and intomation progran, as contenplated In 
■ ■ of S. 222B. 



Establish civil and criminal penalties for speciCied 
violations of prohibited acts. This feature is found 
in section 11 of the bill. 



At the sane time, FDA's comprehensive prograa for seafood 
tatety should serve as the cornerstone for an enhanced Federal 
regulatory system for seafood; since w« view the HOAA and PDA 
roles as conplementary , we would noC support the transfer of 
rOA'c current responsibility for seafood safety to NOAA. We 
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believe FDA should receive the additional powers necessary to 
*ake a HACCP-based seaCood safety prograa work in H.R. 3155. 
With the conpleaentary new authorities for HOAA just daecribed, 
an FDA/HOAA expanded seafood inspection progran can substantial!— 
enhance the acceptability of seafood in the market place by 
providing clear governnental assurances of safety and 
wholesoaenesB. The governmental assurance will benefit both the 
industry and consuners of seafood. 

lb is this marketing aspect of an enhanced aeafood program 
that has led the Administration to conclude that user fees would _ 
be appropriate for those regulatory activities whose primary 

purpose is to enhance marketability rather than to protect publi 

health. Congress should weigh relative benefits of market 
•nhancemenb and apply appropriate user fees. 

I support the Administration's decision on agency 
Jurisdiction, as well. Regulation of seafood requires a 
knowledge of marine biology and related marine disciplines and ^ 
thorough understanding of edible fish species and their habitat^s 
Certain forms oC narine toxins, parasites, and microorganisms azr' 
unique to seafood. FDA and HOAA have acquired a unique expertl^s 
regarding these problems over the course of many years of 

A comprehensive knowledge of the complex seafood industry 
itself is also necessary. FDA's program, which now includes 
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mandatory inspection of processors, shippers, packers, labelers, 
warehouses, and importers of fish and fish products, as well as 
the analysis of samples of both domestic and imported products, 
is targeted to the most liKely sources of problems. Similarly, 
HOAA now provides services such as inspection, grading, 
laboratory services, and expert consultation to vessel operators, 
shoreside processors, and even retail food operators. 

To support these programs, FDA and HOAA conduct research to 
improve detection methodologies for contaminants that could 
potentially affect seafood. Many of the activities in FDA's 
program require highly specialized )uiowledge and training not 
Cound elsewhere in the Federal Government. Furthermore, both 
agencies Interact with States, other Federal agencies, and 
foreign countries on a range of activities related to seafood. 

FDA pointed out in testimony that no public health problem 
exists which would justify an upheaval in the current seafood 
ssCety program. The range of reported health problems associated 
with seafood tends to be relatively narrow. Cooked fish is one 
of the safest animal proteins enjoyed by the American public. 
What is needed is a scientifically updated and enhanced program, 
one that provides official assurances of safety and quality to 
better enable the seafood industry to compete in domestic and 
foreign markets. 

consumption of raw molluscan shellfish is a major concern, 
even though less than one percent of all seafood Is consuned raw. 
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The rlek associated with raw molluscan shellfish stems largely 
from pollution of coastal waters, an issue the States and Peder^ 
Govemnent must continue to address tor a number of reasons. 
Currently, Bonitoring the quality of shellfish growing waters i^s 
Uie most viable strategy to protect the consumer. FDA 
administers the National Shellfish Sanitation Prograa, a 
cooperative Federal, State, and industry effort to ensure that 
waters from which shellfish are harvested are clean, through a 
relationship with NOAA that is acknowledged in section 4 of S. 
2328. HOAA's Fisheries Service closes shellfish beds in Federa 
waters to harvesting, such as was the case last year when publl_ 
health risks made it prudent to shut down surf clam harvesting 
Georges Bank. 

A critical component of water quality monitoring is the 
ability to detect rapidly contaminants, such as viruses and 
bacteria. This is an area of ongoing research by FDA and NOAA . 
The need for such agency research is addressed in Section 15 oC 
S. 2228. In addition, FDA is especially well positioned to take 
advantage of breakthroughs in seemingly unrelated areas and apply 
them to seafood. Its own regulatory research base and the 
proximity of FDA to the sophisticated research programs of its 
sister agencies within the Public Health Service, primarily those 
of the National Institutes of Health, aid that effort. For 
exawple, FDA's advanced work to develop a gene probe that will be 
able to detect directly certain viruses and bacteria in the water 
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and in the shellfish themselves is an offshoot of research at 
HIH. 

The effectiveness of inspection is strongly tied to 
research, analysis, and cooperative relationships with States and 
foreign countries. Consequently, any legislative proposal that 
includes a further fracturing of responsibility for seafood 

safety or would separate inspection from other vital program 

components is a questionable policy. 

He would be pleased to work with you on a bill that would 
incorporate or modify the key provisions of S. 2228 as the basis 
£or an integrated seafood safety program of FDA and HOAA that 
deals comprehensively with all aspects of the issue. 

Mr. Chairman, this concludes my prepared statement. I will 
be glad to answer any questions. 
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The Chaihman. Dr. Knauss, Senator Cohen has attested to tbe 
fact that NOAA has had an ongoing voluntary program. How \wg 
has that program been ongoii^, Mr. Brennan or Mr. Billy? Dr. 
I^iauss has got his lawyers with him now find we have not put 
them under oath, but I think that they will tell us the truth. 

Dr. Knauss. I have only one lawyer with me, sir. The other is ao 
expert on seafood inspection, Mr. Billy. 

The Chairman. Yes, Mr. Billy, tell us about the voluntary pro- 
gram. When did you start that? 

Mr. Bnxy. 1958. 

The Chairman. 1958. So it was in the old Environmental Satel- 
lite Services Administration? 

Mr. Billy. It was in the Bureau of Commercial Fisheries, which 
was at that time part of the Fish and Wildlife Service. 

The Chairman. In the Fish and WUdlife Service before it came 
over. I see. So you have been doing that since 1958? 

Mr. Billy. Yes, sir. 

I have not personally been involved, sir, but our agency has. 

The Chairhan. No, I understand. 

I understand that you now have a pilot pn^ram. What is envi- 
sioned in the pilot program. Dr. Knauss? You talk about b^finning 
a new program, and here is a gentleman saying, wait a minute, we 
have been doing this since 1958. And you are saying, oh, wait a 
minute, we are going to start in October. 

Dr. Knauss. We have hiid a voluntary program of seafood inspec- 
tion since 1958. The program that we will be starting in October is 
a pilot of the new joint HACCP pn^ram, Hazard Analysis Critical 
Point Program, which we have been designing based upon a report 
of the National Academy of Sciences in 1985. And it turns out it is 
a very complicated issue to develop. As we have been developing it, 
we have worked with industry, we have worked with the experts in 
VEirious fields, and we now have a prt^am that is ready to go. We 
will begin with a pilot test in October. And as I say, aasuming that 
that pn^ram works — and we expect it will — we will be ready to 
expand it to the entire industry, including our voluntary proffram, 
which as I noted, includes about 10 percent of all fish products, 
both imported and exported. We will be able to implement it, if we 
wish to, on or about the 1st of January, 1991. 

Tiie Chairman. And your testimony is that we should implement 
it and expand it to a mandatory program? 

Dr. Knauss. It is our view and the view of FDA, and the view of 
the Administration, that if we are going to have a mandatory se^ 
food inspection prc^am, it should be on HACCP principles. And 
yes, we will have the joint voluntary program that shoiild be tb© 
bans for the expansion of that program into a mandatory program- 
Yes, sir. 

The Chairman. Are these views outlined in this booklet that has 
just come out, "Meeting the Challenge: New Directions in Seafood 
Inspection?" 

Mr. Billy. That book does contain the basic principles Hist ve 
will follow, in terms of the approach under a HACCP inspectioi^ 
system. Hie difference in that book is'that Congress mandated thA-' 
we take a look at how to design a mandatory pn^am. And oiU 
initial pilot study and pn^ram is going to be on a voluntaiy ban^ 
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So there are some differences between what the two agencies are 
planning to implement, first, on a pilot basis in October, and then 
tm a fiiU-scale basis in January, and what that book contains. Sir, 
because that study is responding to a mandate from Congress. 

Dr. Knauss. One more point with respect to Mr, Billy's com- 
ment. The Administration has decided to go with the pilot program 
now. We have not yet made a decision that we are going to imple~ 
mmt the full program. We are going to stand back and review, and 
then also talk to industry as to whether we implement a full-ecale 
program as of the 1st of the year. But our present decision is to go 
with the pilot program. 

We will be in a position, we believe, to go with the full-scale pro- 
gram, but we have not yet made the decision to do so. 

The Chairman. Well, let me try the agricultural approach on 
now for size. Assume, bam, bam, we sign it, put it into law, and the 
Department of Agriculture is given the responsibility. Then, I take 
it that there will be various divisions from FDA and various divi- 
sions or facilities, from NOAA that would have to be physically 
transferred to Agriculture? Am I wrong on that? Tell me what you 
know to be the case. 

Dr. Knaubs. I guees it will depend exactly on the details of the 
IhU that is passed, sir. 

The Chaduian. Right. 

Dr. Knauss. I could imagine a hilt pasaed in such a way that it 
would I'^oniire some transfer of NOAA facilities and NOAA person- 
nel to USDA. I can also imagine that a bill could be passed in such 
a w^ that that would not be the case. 

'nie CHAIRMAN. Well, I am looking at the Mitchell bill and the 
Leahy bill, and other that are similar. I cosponsored Senator 
Uitchell's bill because I am concerned, too, about seafood inspec- 
tion. I wanted to get something going. But assimie the Mitchell bill 
was oiacted into law. Mr. Billy, do you want to elaborate on what 
cSBcBB we have, and, Mr. Benson, you think about yours. 

Mr. Billy. It would seem to me, based on what is in that bill, 
that it would require certain components of NOAA be transferred 
to provide a base of expertise necessary in the seafood inspection 
area. The bill does call for NOAA to continue a role in the area of 
water standards under its existing structure. So components (^ the 
voluntary inspection program and the laboratories that support it 
would have to be transferred, and perhaps other parts of NOAA 
that are involved in looking at safety issues, as it would relate to 
the consumption of seafood. 

There eu% some other unanswered questions, as well, in that S. 
1246 does not address the grading area, which is currently a re- 
monsitnlity of NOAA. Thus, it remains unanswered whether 
NOAA would continue its grading function and be present in the 
idants grading products while the Department <^ Agriculture 
would be in the plants inspecting for wholeeomeness and so forth, 
or how that woiud be woi^ed out. The bill does not address this 
question. 

So there are some unanswered questions about that bill. 

The Chairbian. What about it, Mr. Benson? 

Mr. Benson. My understanding is that the — I do not think any of 
the bills spell out any formula for how things might be divided up. 
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They talk more about tiie basic respcmsibility and where that r^. 
sponsibility would be. 

But if you make the asBumption — this is a difficult conflict for 
me to speak to, but for the safety and the welfare of the country 
and the people eating seafood, I mecin, if the responsibility or part 
of the responsibility were to go over to USDA, I certfiinly thiol 
that the we cannot just dump this on USDA without any expertise 
in the area. And they do not have that expertise in Uie seafood 
area. 

So it would be a fairly simple thing for our three research labs, 
for example, to be transferred over. What would be very difficult 
for us is our field — we have about 900 to 1,000 inspectors in the 
field around the country that do all the inspections, not only for 
seafood, but foods, as well as the other products that FDA regu- 
lates. It would be very — we do not have specific people that do gpe- i 
ciiic inspections, so I am not quite so sure how the expertise there ' 
would be transferred to USDA. It has taken a long time to build I 
tiiat. ! 

And likewise, the research that is done, in terms of identi^Fing 
analyticfil tools and so on, is also highly integrated, not only into 
the FDA system, but also into the Public Health Service. So tliat 
would be a very difficult problem to address, too. 

The Chairman. Senator Cohen, while you were voting, Mr. 
Benson has attested to the fact that the USDA is on a user-fee 
basis also. Maybe you want to question him, but the record would 
show just that. Let me yield to you. 

Senator Cohen. Well, I was going to ask you to speU that out, 
You atff that it is a specific user fee applied to poultry and beef? 

Mr. Benson. No, sir. I offered to look into it and get something 
back for the record, because I am not that familiar with it. What 1 
am familiar with is that the grtiding work that is done by USDA is 
paid for by the industry. As I understand it, it is not supported by 
appropriations. That was the point that I tried to make. 

Senator Cohen. Well, do I take the pro|>oBition that the less safe 
something is, the greater the responsibility is for the general tax- 
payer to pick up the cost? 

Mr. Benson. I think that is certainly valid. 

Senator Cohen. So that the safer you are as an industry, that 
you have the individual responsibility for paying for inspection i(y 
a user fee? 

Mr. Benson. I think the point that we were trying to make is 
that if the industry wants to go beyond what is already being done 
in the quEility area, then that should be the basis for a user-fee sup- 
ported program. I think the fact that there may be a difference be- 
tween the way that is operated in meat and poultry now, versus 
the way it might be operated in seafood, is somethii^ that needs to 
be looked at. 

I certainly think it is important to have a level playing field and 
to have parity. I think that is certainly an important point. 

Senator Cohen. I am still not sure I understand. On the one 
hand you are saying if the industry wants to go beyond where it is, 
in terms of quality assurance or control, that the industn^ has to 
bear the cost. K ^u start with the proposition t^at seafood is more 
inherrat^ safe m terms of its record, then it has to then bear a 
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hJAer cost tiian its counterparts to come up to a hi^er level of 
santy? In other words if you have a lower level of safety you have 
a greater federal participation as far as taxpayers are concerned? 
Mr. Benson. No, I thuik it sijetLks well to Uie Federal Govern- 
ment and whatever portion of the Federal Government is responsi- 
Ue for the safety, and speaks well of the industry if you have a 
hjf^ily safe product. It means that the two are working well togeth- 

KC. 

I am making a distinction, sir, between safety and qufility. And it 
is the quality that I think we are saying, if additional federal work 
is required for quality, then that is the portion that should be sup- 
ptvted by user fees. 

Senator Cohen. Well, I did not understand what was meant, Dr. 
KiifniBB, 3rou said market enhancement justifies user fees. 

Dr. Knauss. I guess market enhancement is a euphemism for 
quali^ control, lliat is, for grading of values. I agree completely 
with Mr. Benson on that which addresses public health. Any in- 
flections which address public health we believe the Federal Gov- 
onment has a responsibility to pay for. Anything beyond public 
health, the question of grading it, whether your beef is good, com- 
mercial, prime, et cetera, that should be an industry cost. 

Senator Cohen. So what you are saying is this whole memdatory 
inflection program has nouiing to do with public health, it has to 
do with quality control? 

Dr. Knauss. What we are saying is that, insofar as we undei^ 
itand the issue, and I think we do understand the issue, is that sea- 
food, fin fish anyvray, cooked fin fish, is considerably safer than is 
other flniT"fll protein, including beef and chicken. The primary 
leaaon fbr the effort to have a new seafood Inspection system at 
this time is because of the industry quality control concern and the 
inblic perception that there is an issue of fish safety. 

Senator Cohkn. It had nothing to do with quality, the concerns 
by the seafood industry has to do with the public perception of 
■afety. 

Dr. Knauss. That is right. 

S^iatOT Cohen. It has nothing to do with quality control whatso- 
vnaT That is not what the searood industry is concerned about. It 
ii concerned about when we see oil spills, we see chemicals being 
ilnmpnH into the oceans, we see human waste being washed up on 
■horea. It is assiu-ing the consuming public as to the safety fea- 
tures. It has nothing to do with quality enhancement or marl^t en- 
hancement. 

I think what has happened here, if I can say so, Mr. Chairman, is 
m ore dancing EU*ound the issue of who is going to pay in terms of 
budget constraints, and saying, well, this is really a quality control 
muB and ther^ore it ought to be a user fee and not a tax increase 
to pay for it. And we are dancing all around the issue to get 
around that. 

We ought to say what is involved here. You have ^t budgetary 
com t rainta. The President is not going to ask for an increased a^ 
pnqniation to cover the inspection, therefore, number one, there is 
not a safety problem; number two, if you simply want to increase 
luality control or enhance market share, you better pay for it 
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But that is not, in my judgment, the reason why the seafood in- 
dustry is coming forward. 1%ey are concerned of a public percep- 
tion mat the food is not safe. 

Dr. Knauss. I understand the public perception issue, sir. 

Senator Cohen. So it has nothing to do with trying to enhance 
market share whatsoever. What Senator Stevens is concerned 
about, and I share his concern, you start talking eibout imposing 
additional costs upon the fishing community, and they are going to 
pass that on in the form of a higher price, so that all those who 
consume that particular product are going to pay a higher price for 
it. That is a tax by any other name. That is a tax on those who 
would consume it. And so what you are doing is you are going t» 
offset — at least put them at a more competitive disadvantage when, 
you start calling it a user fee, as such, when you have in fact a 
different system for meat and poultry. 

So I think we ought to call it what it is. Say that if it is a safety 
issue or a perception of a safety issue, then we ought to treat the 
seafood industry the same as we treat beef and poultry. 

Mr. Benson. May I respond to that, Senator? 

Senator Cohen. Sure. 

Mr. Benson. I think you have articulated the issue quite well. 
And I think it is up to tiie Congress to make that cut. It is not an 
issue between USDA and FDA and NOAA, it is an issue of how 
those programs should be administered, and that is a congressional 
call. 

Senator Cohen. The Administration is ducking the issue, basical- 
ly, by calling it a user fee. Secondly, you point out that neither one 
of the bills deal with allocating how you are going to divide up the 
inspection resources, whether it is NOAA, FDA, or whatever. If we 
did do that in the bill, the Administration would come forward and 
say that is micromanagement; that is not something that Congress 
ought to be doing. 

So that is why it was deliberately left up to the Administration 
in terms of how you are going to allocate the resources, as far as 
inspection is concerned. But I really think what has happened here 
is we EU*e ducking the issue on exactly what is involved because no 
one wants to talk about whether it is going to be appropriated or 
not, because you do not have the budgets to do it. 

Dr. Knauss. We have made an estimate of what the total inspec- 
tion would cost. We are working with FDA on the plan that is out- 
lined in my testimony. 

Senator Cohen. The pilot plan or the iiill plan? 

Dr. Knauss. The total plan. 

Senator Cohen. The total plan. 

Dr. Knauss. And our total estimate, I believe I am ri^t in 
s^ing, it is $90 million. 

Senator Cohen. And Senator Mitehell said $100 million; $80 mil- 
lion is close enough. 

The Chairhan. Very good. Senator Stevens. 

Senator ^fevens. Mr. Chairman, I regret I was not here when 
Senator Mitchell testiiied, and we are trying to work together. My 
deepest r^^ret right now is he is not a member of this Committee 
rather than a member of the other Committee. I really think we 
have common goals, and obviously his colleague has the same goal 
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:iiat we do, and that is to assure 1^ public that the fisheries in- 
ipection system is number one, that there is no question about it 
ihat it is ^e to constmie U.S.-procesBed fish. 

Now, I am still disturbed by the inspection concept that Senator 
ifitchell has in his bill. I intend to co-sponsor it b^ause I support 
ts objectivee, but the concept of putting fisheries inspection juris- 
liction in the hands of the Agriculture Committee, people who ba- 
ically come from agricultural States, and people who are advo- 
ates throughout their career of different food chains, I think is 
?rong. 

What I want to seek from this panel is, what is wrong with the 
>m that the Chairman of this Committee introduced? You all have 
jot an Administration bill. What is wrong with the solution we 
propose right here? 

Dr. Knauss. The bill. Senator Stevens, that Senator Hollings in- 
troduced is a fine hill. The problem is that it gives all of the re- 
sponsibility to NOAA, and we believe that what this bill — should 
^lell out is how the inspection should be done — is that it should be 
a shared responsibility between NOAA and FOA. 

Senator Stevens, while you were out of the room I indicated that 
we have a pilot program which will start in October between 
NOAA and ¥DA. I have outlined how jurisdiction should be divided 
in my formal testimony. 

Toe pilot program is a new, joint inspection pn^am under the 
eocalled HACCP principles, which all the experts agree is how we 
should go about inspecting seafood. There is a shared responsibility 
between FDA and NOAA, and if there should be enacted mandato- 
ly l^islation to inspect fill seafood, then it would be the Adminis- 
tration's position it should be em expansion of this effort, which is 
presently underway and which has been under study for about 
tiiree years. 

Hiat ia the only difference. Senator. 

Senator Stevens. As I understand it, he has got the same con- 
o»t, does he not? 

Dr. KNAUSa Pardon me? 

Senator Stevens. Senator Mitchell's bill involves that same con- 
cept 

Dr. KNAusa I think it does, yes, sir. 

Senator Stevens. So I think the Chairman's does and yours does, 
M the type of system is in agreement, right? 

, Dr. KsAvaa. The type of system is in agreement. The question is, 
it ia a question as to- — 

Senator Stevens. Who is going to do it and who is going to pay? 

Dr. Knauss. Who has the responsibility for it, that is right. Who 
is going to pay for it is one issue, and how the responsibility is di- 
Tided is the second issue. The Administration's position with re- 
spect to the responsibility is that it should be divided between FDA 
and NOAA and that the Department of Agriculture should have no 
role in this. The question of who pays for it is a separate issue. 

Senator Stevens. We increased the fees in airline tickets and the 
non^ is building up over in the airport and airways fund. We sup- 
lorted the increased gasoline tax, and charges on batteries and 
ires, and the money is building up in the highw^ fund. 
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Now, what assurance do we have, if we support a concept of mo- 
ment hy our people — now, this is not directly bv the consumer. The 
payment comes irom the people who are catching imd processing 
fiari directly, as I understand it. If we support that, what assurance 
do we have you are going to be able to spend that money? It is 
going to come under the budget system anyway. We could pay all 
the increased fees we want, and you are not going to get any more 
money, so why should we talk about funding the way you want to 
talk about it? 

Dr. Knauss. I can imagine a way in which one could, for exam- 
ple, have user fees which would indeed come directly into the cof- 
fers of those who have to support the prc^ram. 

Senator Stevens. Well, I could, too. Let us give it to the Fisher- 
ies Management Councils. Put it in there and let them run these 
systems, and let them run the inspection program, and you can 
have supervision over their systeniB. But let them spend the money 
if we are going to pay it in. If you get it, you are not going to spend 
it 

Dr. Knauss. Sir, if we get a mandate to run a seafood inspection 
program having to do witih food safety 

Senator Cohen. No. Food quality, according to your testimony. 
Food quality. 

Dr. Knauss. Food safety and food quality. Senator. I can assure 
you that at least as long as I am Administrator of NOAA we will 
enforce it and do what is necessary to carry out that l^islation, 
sir. 

Mr. Benson. I would like to add in answer to what Senator 
Cohen asked the same question earlier and got a full answer on it, 
and it — I guess there are two parts to the answer. I think we EBel 
very committed to plowing those funds back into the quality a88ur> 
ance prt^am. I personally feel very committed to that, and I think 
the assurances that you liave is through GAO. I meem, we have got 
to keep track of those funds. We have been talking about user fees 
for some time. I think that is simply good fiscal responsibility. 

Senator Cohen. GAO says you are — if you will yield— 2,000 per- 
sonnel short now, and the question that Senator Stevens raises, the 
same one we talked about earlier, is that if you get additional 
money, you hire additionfU people, how do we know «iey are going 
to be allocated to fish inspe<^on? 

Mr. Benson. By the books we keep. 

Senator Cohen. Yes, but I heard Dr. Knauss say you cannot des- 
ignate which people are inspecting fish versus which are inspecting 
something else. 

Mr. Benson. Well, I think I said that as well, but it is not on a 
person-by-person basis. We k eep track of resources through the 
full-time equivalent, the FTE acronym, I am sure you have heard 
it, where we do keep track of how many people are used in a gives 
program area, and that is how the accoimting would be done. I 
mean, there is no question in my mind that that is — I would feel 
terribly irresponsible if that were not done. I really would. 

Senator Stevens. I have just one last question. 
-- I have got to tell you, we serve on the Appropriations Conmiittee. 
You are not goii^ to get any higher budget, no matter how much 
people pay for this, and you are not going to get any more people. 
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You are going to have to take them out of your existing pn^ramg 
if you have tinis responsibility. That is why I think it is fooUsh to 
taUc about financing this pn^ram the way you are tallting about it. 
We WEmt — my State, I think is going to become the predominant 
fish-producing area of the world, now. We have such a voracious 
area, really. Because of our lavra that came out of this Committee 
in terms <tf moving the foreign fishing fleets out, we have Ameri- 
canized our fisheries. We are now going to work out with the Sovi- 
ets a total Nortli Pacific agreement, I hope, and that is going to 
be — the fish come first. We want the fish to come first in terms of 
survival, the whole species, and we are goii^ to r^ulate the fisher- 
ies so we can maintain the iish for a long time. 

But when we harvest it, we want to maintain the quality. I re- 
member one case in my whole lifetime of a bad can of fish from 
Alaska — one. The impact of it waa felt in the London market. Your 
people remember that. I have seen dozens of cases of poisoning, et 
cetera, from chicken and from hamburger, and that never m^ces 
the London mtu'ket. Somehow or other the system reacts, overre- 
acts, to one case. So we have to prevent that one situation, and for 
the last, I think, eight years, we have done it. Ten years, maybe, 
llie system is workii^. 

An old friend of mine used to say, "If the watch ain't broke, 
don't send it to the repair shop." I am pleased to put additional se> 
carity on top of this system, but I am afraid of some of the things I 
am hearing that will load it down so much that it will bretik down 
wain. My last question is, how Eire you going to administer this? 
Have you looked at the Aleutiem Chain recently? There are times 
that you cannot get inspectors in there for two or three days at a 
time, and yet people are working three shifts, 24-hourB going on. 
How is this system of inspection going to work? How do you relate, 
«hen you have joint responsibility under your su^^^tion, two dif- 
ferent agencies administering this program? Are we going to have 
tvo sete of NOAA and FDA people trying to catch the next plane 
and fighting over one seat that is left on a six-passenger plime 
going into t£ese small towns? 

Mr. Benson. No, sir. We do not believe that continuous inspec- 
tioQ for seafood is necessary nor appropriate. What we do believe is 
that under the HACCP pn^^ram the critical points of a process 
would be identified. When inspectors Eu*e able to come in — and 
these would either be — they might well be State inspectors. They 
could be NOAA inspectors. They might be FDA inspectors. 

When those inspectors come in they would check to mtike sure 
tiud; the records of the processor were in fact in keeping with those 
HACCP principles. It would not be necessary to have someone 
cnne in, if you will, when weather did not permit. The processor 
would be required to show the records under the Senator's bill- 
under the bills we are talking about here. Under the voluntary 
nstem, that would be done voluntorily. That is the difference, t^ 
we way, between the voluntory and mandatory. 

So I think that — in principle I think I agree with you. You do not 
want to overburden the industry with those kinds of inspections. I 
do not think that is cost-effective either from a setfety or from a 
quality standpoint. 
The Chaibman. Senator Lott 
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Senator Lott. Thank you, Mr. Chfdrman, and gentlemen. I am 

sorry I was late, but I have been over on the floor of the Senate, 
and I know that you have been here quite some time, and obvious- 
ly you have been asked a lot of tough questions, so I will spftre you 
some of those. 

I just think we ought to take a moment to appreciate the fact 
that we have made such tremendous progress here. There is a g^- 
eral recognition in Congress and in the seafood industry, in NKuS, 
in NOAA, in FDA, and Agriculture, tiiat in fetct we need this 
system. And that is a pretty good movement from where we have 
been in the past on inspection of seafood. 

So I think this is a positive hearii^. I am glad to see the commit- 
tee getting into it. We are glad to have you here and get your 
thoughts. 

Now, having said that, I am not going to ask a lot of questions. I 
am just going to read a couple of key points from Senator Mitdi- 
ell's statement. You know I do not agree with him on a lot of sub- 
jects, but in this instance he sums up pretty much how I feel. 

He said the Food Marketing Institute KJeis determined that con- 
sumer confidence is highest in the Depeuiment of Agriculture. 
USDA has responsibility for the inspection of meat and poultry 
products, the fishing industries primarv competitors. Meat and 
poult^ inspections are funded by the Federal Government at a 
cost of $400 million annually. 

The fishing industry should not be subjected to inspection by a 
different agency, nor be required to pay for an inspection sfystem 
while its competitors are inspected under a federally-funded 
system. 

He points out that USDA Edready has an overseas network of 
trade officials and inspectors. They already have inspectors that 
could do the job. According to the GAO report, FDA officials said 
that there would be 2.000 additional positions needed at FDA to 
expand seafood inspections. 

The President of the National Academy of Sciences Institute for 
Medicine is quoted as saying that FDA is a demoralized group 
being asked to do too much with too few resources. 

i agree with all of that. 

I guess the only question I would have for you is that I personal- 
ly think that Agriculture ought to the lead inspection agency, with 
cooperation and coordination with other relevant agencies, includ- 
ing FT)A and NOAA. But one question I do have is perhaps who 
would work with training these inspectors. I do thiiuc there is a 
National Marine Fisheries need to be involved in helping train 
these inspectors. 

Do you all have Emy comments on that? 

Dr. Knauss. We already do it, sir. We already train ifhat fiew 
USDA people are involved in this business, because we do have the 
expertise. I would also point out that a number of farmers do 
indeed grow catfi^. 

Senator Lott. What state do most of tbose grow in? 

Dr. Knauss. That inspection program, sir 

Senator Lott. Mississippi. 

Dr. Knauss [continuing]. Is carried out by NOAA inspectors, not 
by USDA inspectors. And we also do the inspections wiui respc 



DiqinzedhyGOOt^le 



91 

s USDA school lunch program. So, even though there is indeed 
ne fish being grown in Department of Agriculture territory, the 
h inspection is done by NOAA, sir, not by USDA. 
Senator Lott. WeU, now, you are talldng about NOAA. How do 
II Bee FDA's role in there? Do you view this as a question be- 
een agriculture and NOAA? 

Dr. Knauss. No, I think it is a question — as I have tried to spell 
t in my formal testimony, NOAA and FDA have had a program, 
have a program. Further, we have a joint, HACCP-4tased pilot 
agram which we are about to start on the 1st of October between 
)A and NOAA with respect to seafood inspection. We are pre- 
red to fully implement that pn^am, asauming that it is a suc- 
«, and we expect it will be after the pUot program, after the 1st 
the year. 

\nd that is a joint program, where the expertise of FDA does 
tat they do best, and the expertise of NOAA does what we do 
It. We have worked it out. ^d that would be our position, the 
(ministration's position, with respect to if there is mandatory 1^- 
ation fbr expanding that prc^ram. 
VIr. Bknson. I would like to add to that if I may, sir. 
Semator Lott. Go ahead. 

\Cr. Bbnbon. But first I would like to pick up a couple of the eeu-- 
r points you made. I am not sure of the reference to consumer 

rception of the agencies, but 

Senator Lott. With r^ard to FDA? 
.Vfr. Benson. Yes, with r^ard to FDA. 
Senator Lott. Well, that is my perception. 

Mr. Benson. No, you were quotii^ from Senator Mitchell. I want 
point out that in a recent Koper poll, FDA had the highest favor- 
te acceptance rate of any regulatory agency, and that was 74 per- 
Dt. And I think there were only two or three agencies that had a 
Kher favorable rate. So I do not want to sit here and talk about 
jA in that sense, but this is the second time that it has come up 
this session, and I feel like I need to speak to it. 
As far as the morale issue is concerned, I know the President of 
)M, we are all concerned about federal morale and federal em- 
oyee morale. I do not think FDA's morale is any lower than any 
her federal agencies. In fact, 1 think it is higher. And I think the 
inde in FDA are proud, and they are proud of the work they do. 
QQ I guess I resent the fact that that kmd of statement is implied, 
td I want to get that on the record. 

As far as the 2,000 people, that was a crude estimate on the part 
GAO, and I know it was crude because they were quotii^ us. 
od it was not a careful analysis. The fact is, we are doing what 
i call a comprehensive needs assessment right now to try to get a 
itter handle on what kind of requirements really are needed 
Toesthe board. 

But that 2,000 estimate was across the board. It was not only for 
afood. 

Senator Lott. What is your estimate on seafood? Have you al- 
ady given that earlier today? 

Mr. Benson. Well, we talked a little bit about' it, but let me pick 
' up. I think we presently spend about $25 million on our seafood 
rogram. The President's budget asks for an additional $9 million 
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for 1991, and that would take it up to $35 million. When you add 
that to what NOAA has in appropriated hinds, you are talking 
around $50 million. And I think that we agree that if tiie user-fee 
pnwram did kick in, an idetU program would be on the order of $80 
million or $90 million. And I mean that is rough figates. 

The training question that you had, if I may. And I should point 
out that FDA has been into ttie HACCP prc^ram since 1970. Klls- 
bury was the first food company that I know of that introduced 
HACCP. They did it because of the NASA requirements because 
they wanted to put food in space Eiod they wanted to make sure the 
astronauts did not get sick, and they came up with a program that, 
by the way, came out of the aerospace industry, one tl^t FDA is 
very familiar with, not only in the food area, but also in the medi- 
cal device area, because it is a concept that is used there for inspec- 
tions. 

PiUsbury pioneered it FDA has picked it up. We use it in several 
food Eu*eas now. It is the underlying principle of our low acid 
canned food pn^ram, where you are very concerned about such 
things as heat, making sure that canned foods that are low in acid 
do not produce botulism and things like that. 

And as far as training goes, we presently train state people, not 
only in the seafood programs, specifically in the shellfish prc^ram, 
which I think is a very strong pr^ram in this country, but in 
retail inspections across the board, llie HACCP principles are part 
of that training pr<^ram. 

As far as where we go to from here, I think we are looking foi^ 
ward to working with NOAA in terms of trainii^ whatever inspec- 
tors, be they NOAA inspectors, FDA inspectors, we look forward to 
a lot of state pEirticipation in this progrtim. So I would anticipate 
us doing an awful lot of training of state inspectors as well. 

And I think it is interesting that we are going to have to figure 
out a way to train the industry people. And I would expect that 
would be done by private enterprise, but I would also expect us to 
be workii^ closely with private enterprise in that. 

Senator Lorr. What number of anticipated inspectors just for the 
seafood, if you had this role, do you anticipate? Do you have any 
idea? 

Mr. Benson. I think in terms of just the FDA's side of it, which 
would be in the plans that we have developed with NOAA, we 
would essentially do a second level inspection or a check if ^u 
would of what they had done and what the companies were doing. 
And so I would see our inspectors, the total FTE is the term that I 
used earlier, being on the tmjer of a couple of hundred. I do not see 
a huge prc^ram there. 

1 think that the NOAA inspectors, plus the state inspectors, 
would far outnumber that. But I will defer. 

Senator Lott. Well, just in conclusion, I do feel very strongb', 

rtrsonalk, that it should be Agriculture working with NOAA, am 
think ^e user fees idea is totally ridiculous, and I hope the Ad- 
ministration would give up its effort in that. Because cdl you can 
do is burn up points, and it is not going to accomplish anything. 
The Chaibman. Senator Cohen. 

Senator Cohen. May I just make the point that the Department 
of Agriculture does have two functions for meat and poultry: one is 
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the inspection pn^ram which is federally funded; and secondly, it 
is a grading prc^ram which is user-fee supported. 

The fishing community has no objection to paying for f^rading, 
but they do not have any intention for paying for inspection. And 
what I object to is the notion that somehow what is involved here 
is tiding to quell the problems generated by the appearance of a 
quahty control problem when in fact what they are looking at is a 
health-related safety program. 

And for the Administration to come in and say we have to there- 
fore have a user fee to cover this I think is disii^enuous. 

The Chaihmam. Senator Stevens. 

Senator Stevens. I just want to come back to one thii^. And I 
think li/ii. Benson has a point about FDA. You know FDA has such 
a great reputation up my way, when the FDA — one mtm wtdked in 
and told the industry to destroy its halibut over 150 pounds, they 
all did it. They just absolutely believed in him that FDA was right. 
And we have set up a system, I think, that is extremely good. 

What bothers me, again, though, is we are back here I think pri- 
marily because we have chased the foreign fishermen out of our 
waters, we are now processing almost 2.5 million metric tons of fish 
diat we did not have available before. When you go into the fast 
food places and pick up fish tenders or fish sticks or fish fingers or 
fish sandwiches your chances are three out of four you are eating 
pollock that came from Alaska waters that previously went by Jap- 
anese boate to Korea and were processed there Emd went into a lot 
erf places in the world market. And we are putting that into our 
own market. 

One billion pounds of that alone is going, I hope before long, into 
the school lunch program, and will give every auiool child that has 
a school lunch eligibility at least one fish lunch per week. It will be 
good for their health and it will be good for our fishing industry, 
too. 

But the point that bothers me is that, as that happens, as we are 
building up this industry, it is gettii^ attacked on a basis that 
never was applied to the fore^ sumly of fish that has been 
coming into this country since World War II. It is the same fish. 
We are now processing it and puttii^ it into the system. And more 
and more people are linking about more and more ways to regu- 
late it coming in, in my opinion. 

Now how can you assure my fishermen that all of this plan, 
whether it is your plan or the Chairman's plan, or Senator \uteh- 
dl's plan, is not going to mean that there are more people standii^ 
tiwre at the pass and preventing him from processing this fish 
before it does go bad? That is the thing that botners me. 

Are you going to interrupt the flow of fish and the processing 
with these systems? Do you think it will, Dr. Knauss, Mr. Benson? 

Dr. Knauss. I do not see any reason why it should, sir. And I 
guess I would point out that the HACXJP plan that we have dis- 
cussed has the backii^ of industry. So we have been workii^ with 
industry in the development of this plan, and I like to think that it 
will not raise £my of the issues or the problems that you have 
raised. 

Mr. Benson. I think it should speed it up. If it does not speed it 
up, then we have failed. 
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Senator Stevens. Okay, thank you. 

The Chairman. Very good. The committee is indebted to all of 
you here in this first panel this morning. We very much appreciate 
it. And aB we go for the second vote, will the second psuiel please 
come up, Ms. Bloom, Mr. lani, emd Mr. Ken Moore. You all come 
forward, and we will be back momentarily after this vote. 

Senator Stevens. Mr. Chairmem, would you yield just a minute? 

The Chairman. Yes, sir. 

Senator Stevens. My good friend, John lani is coining here just 
about the time I have got to leave. I do have to go to a meeting, 
and I am sorry I am not going to be able to present him for the 
committee, but I want you to know that my youngest son runs one 
of his boats. So, you treat him very kindly. 

The Chairman. Oh, is that where he is? 

Very good. 

Mr. Benson. Thank you very much. [Recess.] 

The Chairman. We welcome each of you. Your full statements 
will be included in full in the record, and you can highlight them 
as you wish. 

Ms. Bloom. 

STATEMENT OF ANNE BLOOM, ON BEHALF OF PUBUC CITIZEN 

Ma. Bloom. Thank you, and good morning. I am representing ; 
Public Citizen, which is a national consumer advocacy organiza — . 
tion. We appreciate the opportunity to testify. I was a^ed to pro — 
vide a consumer perspective on the need for mandatory fish inspec~ 
tion. We have joined several labor and consumer groups in coUaboiH 
rating on a joint statement on proposed mandatory fish inspection 
l^^Lation which I would like to have included in tiie record, ^ 
that is possible. 

The Chairman. It will be. 

Ms. Bloom. Thank you. 

I will begin by noting that America's consumption of fish aEa.< 
seafood is rising. At the same time, numerous studies link con- 
sumption of adulterated fish with serious human illness. Despite 
this, ^e Nation has no mandatory Federal seafood inspection piro- 
gram. The authority to regulate fish contamination lies with the 
FDA, but the FDA has seriously failed to provide the strong r^[ula- 
tion needed to give the public tbe assurance of safety to which wg 
are entitled. For example, under its present regulatory scheme 
FDA inspects less than 1 percent of domestic seafood products each 
year. 

Despite FDA's shortoomings. Public Citizen favors keeping au- 
thority for fish inspection wi& the FDA. We hold this view because 
we bedieve that the focus of a mandatory fish inspection program 
should be protecting public health, and this is clearly the histmical 
mission of the FDA. We have serious concerns about tranB^ring 
responsibility for fish inspection to the USDA whose mission <^ 
promoting the sale of agricultural products could potentially con- 
flict with protecting public health. 

For Hie same reasons, giving primary responsibility to the De- 
partment of Commerce would also be inappropriate. This being 
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said, we would not oppose strong fish inspection legislation that 
places administrative authority with another agency. 

What should a public health-based fish inspection program look 
like? We are aware that there is considerable interest in applying a 
Hazard Analysis Critical Control Point, or HACCP, type of ap- 
proach to a Federal fish inspection pn^am. Our understanding of 
the HACCP approach is that it would permit self-r^ulation by the 
industry with greatly reduced Federal oversight. We are skeptical 
that industry and the relevant agencies have the commitment nec- 
essary for making it work. We are also concerned about setting a 
bad precedent for inspection of meat and poultry which currently 
requires continuous inspection at slaughter. 

If fish is to be inspected differently from other flesh foods, than 
the public health rationale for doing so should be clefirly stated. 
Also, a different inspection label indicating less than continuous 
scrutiny should be used. 

HACX^ is essentially a program of contamination prevention. It 
will not be successful without strong r^ulatory oversight and en- 
forcement. This means that HACCP plans should be developed 
imder Federal r^^ulatory direction, including specific requirements 
on sanitation for fish processing, handling and tnmsportation. Leg- 
islation should specify that the HACCP approach applies to the 
whole chain of food production from source waters to the consum- 
er's plate. Verifying inspection should be random and unan- 
nounced. Mandatory microbiological and chemical standards for 
contaminants and intensive sampling are also int^ral parts of a 
good pn^ram. 

To assist with enforcement, industry recordkeeping should be 
open to public access as it is with other public health programs. We 
think that the strongest enforcement program would make use of 
State resources and also permit enforcement of laws where the 
Federal governing agency has failed. Federal standards should be a 
floor for states and not a ceiling. 

Finally, as implementation ot HACCP programs shifte the bulk 
of inspection responsibility over to the industry, we think it is abso- 
lutely essential that industry inspectors be assured that reported 
violations will not cost them their jobs. Whistleblower protection is 
a critical piece of mandatory fish inspection l^islation. 

In closing, we are aware that there are a number of mandatory 
fish inspection bills that have edready been introduced in the 
Senate. We are currently unable to support any of these bills, but 
the legislation recently reported out of the Senate Agriculture 
Committee includes many pluses for consumers. Unfortunately, it 
does not include whistleblower protection. 

We strongly believe that it would be a serious mistake to pass 
fish inspection legislation that gives consumers the impression of 
protection without the enforcement tools it needs to back it up. For 
this reason, we will oppose fish inspection legislation that fails to 
include whistleblower protection. 

That is alll have to say. Thank you. 

[The statement follows:] 
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STA'iQQn' OF ^t»IE W. BUX» CM BBIALF (F FUBUC aTI3N 
Good morning. Hy name is Anne Bloom, and I am a staff 
attorney with Public Citizen's Congress Watch. ^ Thank you for this 
opportunity to testify on the important issue of mandatory fish 

Public Citizen has a long-standing interest in promoting and 
enforcing laws designed to ensure the safety of the nation's food 
supply. In past years, Congrees Watch has worked for the reform 
of laws governing pesticide residues in food, and Public Citizen 
has brought cases seeking a ban on Alar, more stringent regulation 
of aflatoxin, and a ban on cancer-causing color additives. 

Public Citizen has joined a number of other consumer groups, 
environmental organizations and unions in calling for mandatory 
fish inspection legislation. Several labor and consumer groups 
have collaborated on a joint statement on "Proposed Mandatory Fish 
Inspection Legislation", which is attached. 



same time, 



^ Congress Hatch is the lobbying arm of Public Citizen, a 
national consumer and environmental advocacy organization foondecH. 
by Ralph Nader in 1971. 

' Per capita consumption of seafood was 15.7 lbs. in 19B<> , 
compared to 12.7 lbs. in 1990, according to the Economic Research 
Service of the Department of Agriculture. 
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f iah with BfiriouE human illneee. Each year, thousands of 
Americana become ill — and in some cases die — from eating 
contoiDinated seafood- 
Seafood contamination is caused by a variety of factors (e.g. 
polluted source waters, faulty harvesting practices, unsanitary 
processing conditions). Because most fish are still harvested in 
the wild, they are continuously Bxposed to an indeterminable number 
of cbeoiical pollutants in the environment around them. Among the 
Host hazardous compounds are heavy metals [e.g. lead, mercury, and 
arsenic), industrial chemicals (e.g. PCB ' s ) and pesticides (e.g. 
ODT). These substances accumulate in the fatty tissues of the 
fish, posing potentially significant health risks to consumers. 
Excessive exposure to these toxic chemicals can cause neurological 
c&isorders, birth defects, kidney damage, impaired mental 
^development and cancer. 

Another source of concern is the possibility of biological or 
"natural* contamination. Pathogens from sewage and poor processing 
procedures open the door to such diseases as botulism, cholera and 
Hepatitis A. Furtbermore, some species of finfish produce 'natural 
toxins" which are harmful to humans when eaten (e.g. ciguatoxin). 
Though reactions to these contaminants vary, they include diarrhea, 
nausea, chills, fever, abdominal cramps and — in some cases — 
death. 



See, for example, the testimony of Dr. Michael R. Dicks, 
Department of Agricultural Economics, Oklahoma State University, 
before the House Agriculture Committee, Department Operations, 
Research and Foreign Agriculture Subcommittee, on February 7, 1990. 
Xr. Dicks' testimony summarizes some of the available data. 
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II. <;urrent Inepection of Fish is Inndaquate. 

The authority to regulate fish contamination lies with the 
Food and Drug Administration (FQA) . Under the Food, Drug and 
Cosmetic Act, the fDA has the authority to regulate contaminants 
of fish to ensure a safe and wholesome food supply. Yst FDA has 
seriously failed to provide the strong regulation needed to give 
the public the assurance of safety to which it is entitled. 

At least part of the FDA's problem is a laclc of resources. 
The second half of the equation is administrative jnalaise. Under 
its present regulation scheme, FDA inspects less than one percent 
of domestic seafood producte each year.* 

Another problem involves the absence of specific tolerance 
levels for contaminants in fiah. Despite having the authority to 
regulate allowable limits for contaminants like mercury and lead 
since 1936, the agency has generally relied on informal enforcements 
guidelines to ensure that fish is not tainted. These so-cailei~ 
"action levels" are of limited utility to FDA's current inspectioKr 
program: only a handful of hundreds of potential "action levels 
have been set, and none of them has the full force of law. 



In 1986, the FDA analyzed six pounds of fish for evft .^ 
million pounds eaten, substantially less than one percent (S. ^ 
LeffertB, Lisa Y., "The Truth About Seafood," Garbage Magazine 
September /October 19B9, p. 30. 

' For a discussion of the inefficacy of these "action levels 
for enforcement purposes, see Toung, Frank E., Commissioner, Foi>«= 
and Drug Administration, Statement before the Committee pn Enery^j- 
and CQiTanerce -- Subcommittee on Health and the Environmepf , 
September 15, 1989, pp. 32-34 
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other federal agenciee and programB have also been involved 
in efforts to ensure the safety of seafood: The National Oceanic 
and Atmospheric Admin let rat ion (NOAA) of the Department of Commerce 
operates a voluntary inspection service for processors that desire 
a federal seal for marketing purposes; the Environmental Protection 
Agency (EPA) cooperates with the FDA in setting contaminant limits 
for pesticides; and State regulatory officials, along with federal 
agencies and the shellfish Industry, have a formal Memorandum of 
Understanding vith the PDA to run the Interstate Shellfish 
Sanitation Conference (ISSC). 

Some would seek to move responsibility for fish inspection to 
the United States Department of Agriculture (USDA), which already 
operates the nation's meat and poultry inspection program. Public 
Citizen favors keeping authority for fish inspection with the Food 
and Drug Administration. The focus o£ a strong mandatory fish 
inspection law should be protecting public health; this is clearly 
the historical mission of the PDA. Because of this history, agency 
scientists have superior expertise in identifying and detecting 
food contaminants. We have serious concerns about giving 
responsibility for fish inspection to the USDA, whose mission of 
promoting the sale of agricultural products could potentially 
conflict with protecting public health.' For the same reasons, 
transferring responsibility to the Department of Commerce would be 



* A 197B study of food regulations by the Senate ( 
Affairs Committee (prepared pursuant to S.Res. 71) documented the 
potential for conflict o£ interest and recommended that all food 
safety functions be transferred to the FDA ("Study on Federal 
Regulations,' Volume 6, Chapter 4). 
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Even though we favor leaving authority for fish inspection 
with the FDA, we would not oppose strong mandatory fish inspection 
legislation that placed administrative authority with another 
agency. Nevertheless, we do believe strongly that the FDA should 
standards . 



III. Eloinents of Mandatory Federal Fish I nspection 

A. HftCCp Approach is Problematic 

There is considerable interest in applying a Hazard Analysis 
and Critical Controls Points (HACCP) approach to a federal fish 
inspection program. A HACC? system attempts to identify the risks 
associated with a particular product and the points along its 
production cycle where those risks are most likely to be introduced 
or multiplied. Monitoring and verification procedures measure and 
ensure the system's Effectiveness. Our understanding of the HACCP 
approach is that it would permit self-regulation by the industry 
with greatly reduced federal oversight. While there is o certain 
economic attraction in moving the bulk of the inspection cost 
burden to industry, we are skeptical that industry and the relevant 
agencies have the commitment necessary for making it work. 

Additionally, it is likely that insufficient information 
exists to apply the HACCP approach effectively for fish inspection. 
The first step in a HACCP approach is to analyze the hazards of a 
particular product. In the case of fieh, it would be important to 
know how much people eat of the frequently contaminated species and 
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wbat level of exposure to different containlnants presents risks • 
Hach of thie information is currently unknown.' 

He are also concerned about setting a bad precedent for 
inspection of meat and poultry — which currently requires 
continuous inspection at slaughter. If fish is to be inspected 
differently from other flesh foods, then the public health 
rationale for doing so should be clearly stated. Also, a different 
inspection label — indicating less than continuous scrutiny — 
should be used for fish inspected under the HACCP approach. 

B. HACCP Based Inspection Needs Strong Federal Oversight 
If a HACCP based approach were adopted for federal fish 
inspection, safeguards should be written into legislation to ensure 
that the program adequately protects public health. HACCP is 
eaisntially a program of contamination prevention. A public health 
based program needs regulatory oversight to verify that 
contaminated food is not entering the marlietplace. 
1. Federal Review of HACCP plans. 

HACCP plans should be developed under federal regulatory 
direction. Regulatory instruction should include specific 
r«quirements on sanitation for fish processing, handling, and 
transportation. Once developed, HACCP plans should be federally 
certified with regular and automatic re-review. 

Benson, James S., Acting Commissioner on Food and Drugs, 
Food and Drug Administration, Teetimony before the House Committer 
Sn Agriculture - - Subcommi ttee on Department O petatlo np, Research 
and Foreign Agriculture . February 7, 1990, p. 15.; and Young, Frank 
E., Commissioner, Food and Drug Administration, Statement before 
tt tf Committee on Energy fln d Commerce -- Subcommittee pn Health and 
the Environment , September 15, 1989, pp. 35-37. 
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2. Frequent and Comprehensive Inspection. 

Strong mandatory federal fish inspection legislation 
should also specify the frequency and extent of federal oversight 
inspection. Legislation should specify that the HACCP approach 
applies to tbe whole chain of fish food production -- from source 
waters and harvesting vessels to processing establishments to the 
consumer's plate. Both industry monitors and federal inspectors 
should undergo training and receive outside certification of their 
knowledge of HACCP principles. In many cases. Industry monitoring 
might need to be continuous and this could be established through 
regulation. Federal inspection should be random and unannounced 
but the frequency could vary depending on the history of the firm's 
compliance, production amount or the public health risks associated 
with particular commodities involved. A poor compliance history 
or a high worker injury and disease rate should trigger increased 
inspection, as these are reasonable predictors of food safety 

3. Microbiological and Chemical Standards. 

Mandatory microbiological and chemical standards for fish 
contaninants are an integral part of a mandatory fish inspection 
program. These standards help to identify the health risks 
involved, focusing contamination prevention strategies. While the 
goal may be zero contamination, standards establish a mandatory 
safety level which cannot be exceeded, intensive sampling will be 
necessary to prevent fish with unhealthful levels of contamination 
from entering the market and to monitor the success of the 
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Lon prevention atr«tegy. FDA hae indicated in testiniony 
that it nay be inpOBEible to set standards for certain 
microbiological contaminants or to detect violations.' If the 
agency can ' t determine a safe level of contaminant, exposure or 
lacks the technology to detect particular contaminants, consumer 
warning labels and direction for proper handling should be 
required. At the very leaat, no federal seal should be awarded. 
Finally, all standards should be subject to periodic re-review. 

4. Public Education Program. 

Since many food-borne illnesBes result directly from 
abuse or improper preparation by the consumer, a consuner education 
program could go a long way towards reducing the number of fish- 
related poisonings. Federal funding should be provided for such 
a program. 

5. Imports Treated With Equal Scrutiny. 

Imports represent perhaps two-thirds of all seafood 
consumption in the U.S. They should be held to a standard that ie 
St least substantially egual to that which is required 
domestically. Regular inspection of foreign facilities and 
intensive sampling of imported products are critical. Finally, 
because it may be difficult to require or verify a HACCP approach 
in foreign facilities, stepped up sampling of imports is necessary. 

C. Enforcing HACCP Programs. 

The federal government has an important role to play in 
ensuring that HACCP programs are fully complied with and in 



* See Young, pp. 35-36. 
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deterring non-compliance. Tbe strongest enforcement program would 
make use of state resources and permit citizen enforcement of laws 
where tbe relevant governing sgency bes failed. Existing e<a,te 
programs need not be re-invented, but states should b« held to 
minimum federal standards to bring all consumers the same degree 
of protection and confidence, regardless of the state in which they 
live. The enforcemant of federal minimum standards is particularly 
important in states which ^ay feel economic pressure to adopt lax 
regulation. The federal government could certify state programs 
with automatic revocation when states fail to implement the federal 
ninimum standard. 

To assist with enforcement of sanitation, processing and 
contaminant regulations, industry record-keeping should be open to 
public access as it is in other public health programs. These 
records can be used to trace the source of contaminated fish, to 
prevent harvesting from contaminated areas and to better control 
sources of contamination before marketing. 

Plant employees responsible for Implementing HACCP programs 
should be protected when they report illegal activities that may 
be harmful to public health. Currently only federal employees are 
covered by whistle-blower laws. As implementation of HACCP 
programs shifts some of the inspection responsibility over to 
industry, it is essential that industry inspectors be assured that 
reporting violations will not cost them their jobs. 

Finally, violators of the minimum sanitation and contaminant 
standards should be subject to both civil and criminal penalties 
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with publication in the federal register and local newspapers of 
general circulation. 

IV. Specified Timelines and Adeq^jitg Funding Are Critical 
Experience with other food safety programs teaches that 

adequate funding is critical to the success of a mandatory fish 
inspection program. We find it impossible to fairly estimate the 
cost 6 but would support $75 million dollars ae a good starting 
point. This money should come from general federal funds, as this 
represents the least regressive tax option. He would oppose the 
use of federal funds for the development or inspection of cosmetic 
standards that have no bearing on public health. 

It is also hard to predict the amount of time necessary to 
develop standards and implement a mandatory inspection program. 
Despite this difficulty, it is important to write tight deadlines 
end compliance dates into the law to ensure that Che governing 
egency acts with due speed in implementing the program. 

V. LeoiBlation Currently Under Consideration Would Not Give 
Consumers the Assurance They Deserve 

A number of mandatory fish inspection bills have already been 
introduced in the Senate. At this writing. Public Citizen is 
unAble to support any of these bills. Legislation introduced by 
Senators Mitchell and Leahy was recently reported out by the Senate 
Agriculture Committee. While this bill includes many pluses for 
, it does not include whistleblower protection. Effective 
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enforcement of standards, in the absence of continuous inspBCtion, 
is not poseibl* without adequate protection for workers that report 
hsalth and safety violations. we believe that it would be a 
mistake to pass fish inspection legislation that gives consumers 
the impression of protection without the enforcement tools 
necessary to back it up. Public Citizen will oppose fish 
inspection legislation that fails to include whistleblower 
protections. 

It ie clear that consumers care deeply about the safety of 
the food supply. Mandatory fish inspection is an important part 
of an effective national food safety strategy. Current regulatory 
programs have failed to give the public the assurance of safety Co 
which it ie entitled. What is needed is a comprehensive federal 
regulatory policy that ensures to the maximum extent possible that 
health -threatening bacteria and chemical residues do not 
contaminate fiah. We urge Congress to act quickly to enact and 
fully fund a mandatory federal fish inspection program. 
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Th» undarsign«d groups strongly support lagislstion to 
eraftt* a Mandatory l*d«ral lish inspection program, tha goal of 
which la to protact tha public from disaasa arising troa tha 
eonsuaptlon oC contanlnatad fish, shallfish and othar seafood 
products . 

THE HEED FOR HAHDATOSY FEDERAL FISH IHSFECTIOH 

Fish and shellfish consumption has Increased steadily over 
the past faw years. Anarlcana eat over three billion pounds of 
these products aach year. As conaunptlon has risen, so has the 
risk of contracting serious illness fron fish and ahelltish, 
•spaclally raw shelltleh. 



■andatory fadaral inspactien program. 

The Praaent Voluntary Program Does Hot Protact Public Health 

Tha voluntary Inapectlon and grading program operated by the 

National Marine Fisheries Service of tha Dapertnant of Commerce 

and paid for by corporate users is designed primarily to promote 

Uka Markating of fish products and not to protact public health. 

Tha Food and Drug Administration inspects seafood In 
Intaratata commerce, as part of its general authority to assure 
that food is safe, wholesome and not mlsbranded or deceptively 
packaged. The FDA program is woefully inadequate, inspecting a 
seafood processing establishment only about once every tour years 
and testing only about 2,000 samples of seafood each year. 

Fish Producers Gain an Unfair Competitive Advantage 
The absence of mandatory publicly funded federal fish 
inspection creates competitive inequities as well as public 
health problems. Red neat, fish and poultry arc, to soma extent, 
conpcting products. Red meat and poultry processors incur 
certain costs In complying with federal inspection. Hhile these 
coats are a small price to pay to assure public health and 
consumer acceptance of their products, they add up to an unfair 
'pricing advantage for fish producers who do not have to meat 
inapaction costs. 

CTfiifiiig Public Concern ssuTS — Qri^^s — in Mandtttpry — lith 



Public concern about the wholesoaenass of fish products nay 
have baan responsible for a drop in finfish consumption last 
year. As a result, both Congress and the f iah Industry have 
begun to seek a mandatory fedaral inspection program, conaumer 
and labor groups welcome this change in attitude. 
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T«E GOAL: IHPBOVED PUBLIC HEALTH PROTECTION 

However, enactnent of a taxpayer -aupportad prograa that is 
daslgned to promote aeafood marketing !■ shortBightad and 
unaccaptabla. Therefor*, the undersigned organliatlona will 
oppose any fish inspection program that does not provide improved 
public health protection. Because all existing food inspection 
programs have aajor def icienciea. Congress should use the 
opportunity presented by creation of a fish inspection program as 
a model to set a new, higher standard for food inspection. 

ELEMENTS OF AN ADEQUATE PROGRAH 

essential to an 

I program be B«ndatory and publicly 

* standards limiting microbiological and chenical 
contamination in fish and shellfish. Harmful bacteria, including 
e. botulinum and Vibrio cholera-01, and chemical residues — such 
as mercury, lead, cadmium, arsenic, PCBs, DDT end dioxins •- are 
frequently found in fish and shellfish. 

* Certification and frequent inspection of fish harvesting 
vessels to assure compliance with acceptable sanitation, icing 
and handling standards. 

* Substantially improved nonitoring of source waters to 
prevent the harvesting of fish and shellfish In contaminated 
waters. The present, state-based program has not successfully 
prevented seafood products from being taken in heavily 
contewinated waters. 

! Standards as 
) of boats and processing 



• "Mhistleblower" protection for industry employee* who 
report illegal acts that may threaten public health to federal 
enforcement authorities. 



civil and criminal penalties for 
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• strict rcquir •Bants govarning tha fraquency and intansity 
ef Inapaction. Meat and poultry ara aubjact to continuous 
Inspection during slaughter. No ona has provided a public health 
justification for treating fish differently. The presence of a 
fadcral inspector in a plant or on a harvesting vessel at all 
tiaes sots a standard for safety and sanitation that cannot be 
achieved at tha present tine in any other vay. Sophiaticated 
standards and tests aay be developed In the future that would 
obviate the need tor continuous inspection, but auch standards 
and tests are not available now. 

At a ■ininuin, fish Inspection legislation Should raguira 
inspectors to visit plants no les* than weekly until each plant 
establiahe* that it *aets federal standards and is not a threat 
to public health. 

* Consideration of occupational health and safety records in 
determining the frequency and intensity of inspections. Any fish 
processor whose practices retult in a high Injury and/or illness 
rate anong Its workers , as reflected in the records of the 
Occupational Safety and Health Administration, has already 
denonatrated a prima facie lack of concern for sanitation and 
safety that demands close scrutiny. 

Kany injuries to workers in these plants are the result of a 
failure to comply with basic sanitation and safety standards. If 
OSMA records Indicate such is tha case, the enforcement agency 
should be required to Increase the frequency and intensity of 
Inspection In order to insure that these problems are not 
contributing to a public health threat. 

PENDING FISH INSPECTION BILLS 

Several f iah inspection bills have been Introduced In 
Congress in recent months. They enjoy tha aponsorahip of leading 
aaabera of Congress, including the Senate Majority Leader, the 
Chairman of the Senate and House Agriculture Coiutittaas, and tha 
^airmen of the House Energy and Commerce Committee and its 
Health Subcommittae. 

Tha bills vary widely In their commitment to public health 
protection. Several ara primarily designed to proaote fish 
products, not protect human health. Two bills include most of 
the provisions we believe ara essential to a system that can 
offer substantial public confidence in the safety ef fish. They 
are S. 1983, introduced by Chairman Patrick Leahy Of the Senate 
Agriculture Committee and H.R. 34B1, Introduced by Representative 
Dan Gllckaan. 
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H.R. 3155, introducad by Chaiman John Dlngall of th* House 
Ziwrgy and Comnarce CoBnittaa and Chalraan Hanry HaxiBan of the 
Haalth Subcoimlttee of Energy and Coanarc« include aaveral of the 
naceKsary T«qulr«nentB, especially standard setting provisions; 
civil and crininal penalties tor violations; and unannounced, 
rand on in a pact ions. 

None of the bills include a justification tor inspecting 
fish less vigorously than vest and poultry, and none include 
provisions that require consideration of plant health and safety 
records in datcmininq the level of inspection. Thay should. 

A HEALTH- 



Both S. I9S3 and H.R. 34B1 divide responsibility tor fish 
inspection anong several agencies. The bills assign overall 
responsibility to the Departnant of Agriculture, but also Include 
roles in standard setting for the Food and Drug Administration 
and the National Academy of Sciences and, in Bonitoring of 
harvesting waters, for the Department of Connerce. 



I the Food and 
the USDA has a record in food safety 



The Feed and Drug Aflministratien. U.S. Deoartnent of Health and 
Human Services 

FDA is the nation's primary food safety agency and the 
primary aission of KHS is improving and protecting public health 
and welfare. Both the agency and the Department are staffed with 
experts in human Bedicine and public health. 

However, FDA has never been provided the resources necessary 
to conduct an adequate food safety program. In fact, FDA's 
budget has actually diminished over the past decade, even though 
Its responsibilities have increased. The Center for Food Safety 
and Applied Nutrition, has been especially hard bit by these 
budget cuts, and its food inspection progra* is woefully 
inadequate. At the present tine, FDA staff inspect food 
processing operations only every three years and, in its present 
fish inspection program, only every four years. 

Further, the Food, Drug and Cos»etic Act does not include a 
number of enforcement powers necessary for adequate food 
inspection . 
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Finally, th* mganay has b««n under sever* attack for poor 
adninlatratlon of its programs. It failed to datact a najor 
scandal in it* generic drug progran. It has refused to deal with 
the burgeoning problem of nieleading health claiBs for food, 
failed to regulate approval of aninal drugs in a manner that 
effectively protects human health, suppressed available tests 
that can detect unsafe drugs that are contaninating the milk 
supply, refusad to prohibit the use of antibiotics in animal 
feed, and tailed to reduce pesticide contamination In foods. 

ISSA Sflftty Uld Inspection Service. U.S. Oepartinent q£ 

f | i grl culture 

USDA has a large staff and substantial financial resources 
devoted to inspecting neat and poultry. There is, however, little 
in the Department's record, especially during the past decade, 
that justifies giving it additional responsibility for protecting 
public health. 

The Department is more of an apologist for the agribusiness 
industry than a watchdog for public health. It has refused to 
take effective action to reduce salnonella contamination of 
poultry, and supported continued abuse of pesticides and opposed 
congressional efforts to restrict dangerous pesticides. The 
Secretary of Agriculture has taken the lead in defending 
continued use of hormones in meat production despite the fact 
that the European Connunity has banned then. 

why USDA consistently fails to 

First, the Department has an inherent conflict of interest 
in administering public health oriented programs, especially 
inspection prograns. Congress has directed the Department to 
promote the use of agriculturel products and its institutional 
bias is to protect agriculture. Hhen a choice must be made 
between its conflicting responsibilities, USDA almost always opts 
to protect products and producers, not consumers and public 
health. The Food Safety and Inspection Service, which would 
•dalnister a USDA based fish inspection program, is under the 
.direction of the Assistant Secretary who is also charged with 
■arketing food. 

Second, the Food Safety and Inspection Service has no clear 
■andate to protect public health and no public health criteria 
for its present programs. The agency operates without adequate 
scientific data on public health, is oriented toward animal 
health and has virtually no human health experts on its staff. 
None of the agency's top officials has a degree in public health 
or human medicine. 
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Third, according to 
•gancy is too clas* tO''1 
to Its concerns. 

The agency's failure to reduce aalmonella contamination in 
both broiler chickens and eggs is one exaiEiple of this problem. 
Food-borne talnonelloBis is a serious public health problem, 
costing the nation thousands of lives and Billions of dollars in 
medical bills and lost incone each year. The problem is 
increasing. The Centers for Disease Control report that eggs and 
Inproperly cooked, contaminated poultry ar* the najor sources of 
increased salmonellosis. 

USDA's own studies show that over one-half of all poultry is 
contaminated with salmonella, but the Department has deferred to 
the broiler industry and rejected ateps that would reduce the 
problem. Despite this record of failure, FSIS has proposed to 
gut cattle inspection the same way it reduced poultry inspection, 
through a "streamlined inspection syetem" that has been 
associated with increased contamination of poultry. 

The Wall Street Journal reported January 9, that despite 
the tact that ■almonella enteritidie tn eggs has reached epidemic 
proportions, the USDA refused to implenent a aandatory egg 
testing progran tecause it would strain the Department's budget 
and because "the Department doesn't have any authority to act if 
the disease doesn't sicken or kill hens." 

Finally, there are reports that the Secretary of Agriculture 
has indicated he will use the precedent of less than continuous 
inspection for fish to reduce the Intensity of meat and poultry 
inspection. 

CONGRESS SHOULD ACT QUICKLV TO KE£T TH£ KEED 

It is inperative that Congress act to institute an effective 
mandatory federal fish inspection program, such a program should 
improve public health protection, not set a precedent for 
diminishing the quality of meat and poultry inspection. 

Ne have outlined the basic elements that are essential to 
gaining our support and the public's confidence. In resolving 
the issue of which agency will have primary responsibility for 
adminstering fish inspection, Congress should begin by remedying 
the problems that presently would prevent either agency froD 
per f oral ng adequately. 
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He will vigorously support such a program and just as 
vigorously oppose any legislation "Which fail* to provide 
nacaasary public health protection and adequate anforcenent. 

Canter for Science In the Public Intereat/Anericana tor SaCe Food 

Conauner Federation of Anerica 

Consumers Union 

Government Accountability Project 

National ConBusars Iieagu* 

Public Citiien 

Public Voice for Food and Health Policy 

Anerican Federation cf Labor and CongresE of Industrial 

Organizations 
Pood and Allied Service Trades Department, AFL-CIO 
United Food and Comoercial Horkers International Union 
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The Chairman. Mr. lani. 

STATEMENT OF JOHN lANI, EXECUTIVE DIRECTOR, PACIFIC 
SEAFOOD PROCESSORS ASSOCIATION 

Mr. Iani. Thank you, Mr. Chairman. My name is John lani, Etnd 
I am the President of the Paciiic Seafood Processors Association, 
PSPA. I am out from Seattle to testify on this important issue. 
PSPA is an association of the largest seafood processing companies 
operating in the States of Oregon, Washington eind Alaska. Our 
members process everything from king crab to arrowtooth floun- 
der. 

Approximately 80 percent of the value of seafood products origi- 
nating in the North Pacific is accounted for by our members. Our 
members' headquarters and corporate operations are located in Se- 
attle, but our processing plants are located from Astoria all the 
way around to Akutan Islemd in the Aleutian chain. 

Ms. Bloom's testimony really is the reason why I'm here today. 
We have been quietly operating in the Northwest, producing what 
we believe to be excellent consumer product seafood, but because of 
a few small occurrences in the industry and the public consumer 
problems that have arisen from them, we believe it is important 
for us to appear here before you to tell you that we are prepared to 
participate in any Federal mandatory inspection program that you 
devise for us. We are that confident that we will be able to con- 
vince the public that our seafood is safe. 

So as a result of what we think to be distorted public opinion on 
the quality and setfety of U.S. produced seafood, we are here to tes- 
tify in favor of a Federal mandatory inspection program. There 
are, however, some points we would like to see that program con- 
tain. 

One, it should be Federally funded. 

Two, we believe it needs to be based on the HACCP or Hazeu^ 
AnEilysis Critical Control Point monitoring. It should not be contin- 
uous because we believe it cannot be continuous. One of our plants 
in Akutan is currently producing 1 million pounds of pollack per 
day. To state that you can analyze each peirticular pollack as it 
comes by on the belt is ludicrous. 

It should be stringent in its coverage of imported products, Mr. 
Chairman. We believe that once an imported product comes into 
the United States, it gets lumped in with our U.S. produced prod- 
uct as well, and, therefore, its quality or lack thereof is tied to our 
quality. 

It should be under the authority of a single Federal agency, and I 
have to say that our members are sort of divided on that. I know 
tiiat is a critical question that has come up today before the com- 
mittee, but we simply have not formed a consensus. Some of our 
members support Ag; some of our members support FDA; but we 
believe it should be a single Federal agency. 

On the sideline, we believe, speciHc to our region, the North Pa- 
cific, any pn^ram should include the ongoii^ and very successful 
canned salmon control plan which is currently administered by the 
Food and Drug Administration. 
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In closing, though, Senator Hollings, I would like to state that 
our industry has ei^oyed a very longstandii^ and good working re- 
lationship with the members of this committee and with the mem- 
bers of tiie House Conmiittee on Merchant Marine and FiBheries. 
We feel that because of this good relationship and because of your 
expertise r^arding seafood issues in general that any legislation 
dealing with seafood inspection should be given a thorou^ review 
by both your committee and the conmiittee in the House. 

We feel it is critical that the members of Congress who know our 
industry and who have worked with our industry have a mtyor role 
in crafting any seafood inspection pn^am and have a continuing 
rote tn its implementation. 

My statement has been included in the record, and I would be 
haroy to respond to any questions. Thank you. 

[The statement follows:] 



lining seafood, the fact remains that a perception problem exists and 
a of mandatory federal inspection ma; be the only way of fixing the 
It has been done caused by the n^^tive picture the meoia has painted 



Good morning. 11^ name is L. John lani and 1 am the President of the Pacific 
Seafood ProcesBors Association (PSPA). PSPA is a trade association of companies in- 
volved in seafood processing in the states of Orc«on, Washington and Alaska. Its 
members firms proceas a variety of products for the retail and wholesale trade, in- 
cluding salmon, crab, halibut and a variety of species of groundiish. Approximately 
80% at the value d aoafood ^oducts originating in the Northwest and Alaska is 
accounted for by members of PSPA. Although the headquarters of the Association 
and most of the member companies is located in Seattle, the majority of the proceas- 
mg plants are in the state of Alaska. 

I am pleased to be here today to once again testily before the Commerce Commit- 
tee on an issue of great importance to the seafood industry. The topic of mandatory 
federal inspection of seaTood products has been with us for many years, but recent- 
ly, with the increase in pubHci^ about seafood safety, we have seen a shift in atti- 
tude by many industry groups. Our association, for instance, has taken a position in 
bvor of mandator federal seafood inspection. And while this is largely the result of 
a deure to put a halt to the distorted view the public has been given r^arding the 
risks of consuming seafood, the fact remains that a ^rception problem exists and 
the imposition o' 
damage which h 
of the seafood industry. 

Having said that, let me explain in more detail the position of PSPA in regard to 
federal seafood innection. In general, our goal is to see a program eetahlished 
irtiich will provide uie consumer the same degree of confidents which is afforded by 
the fiedNal inspection of meat and poultry products. More specifically, we think that 
the program should consist of the following points: 

It should be federally funded 

It should he based upon the scientifically based concept of Hazard Analyms Criti- 
cal Control Point (HACCP) monitoring 

It should not be continuous 

It should be as stringent in its coverage of imported products as it is for domestic 
products 

It should he under the authority of a single federal agency to minimize confusion 
and duplication of effort, and that agency should have the ahili^ to del^ate the 
inspection role to qualified states 

And, specific to our region, the prcvram should include intact the ongoing and 
succeasful "Canned Salmon Control Plan" which is currently administered by the 
Food and Drug Administration 

The one item which PSPA has not taken a formal position on r^ards the choice 
1 agency to be in charge of this program. Opinions within the association vary 



years and the public health record has been badly distorted. We are disappointed 
that the federal government was unable to correct the misrepresentations which 
have been made and that public confidence in the seafood supply has been shaken. 
Nevertheless, if we need to accept a federal program similar to that for meat and 
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poultry because of this situation we are rea^ and willing b> do so on the terms and 
conditions 1 have outlined. 

I would also like to take a moment to touch on some procedural questions sur- 
rounding the handling of the seafood safety inue by Congrees and the Administra- 
tion. The domeatic seafood industry has bad a positive and longstanding relation- 
ship with the Senate Commeroe Cc«nmittee and the House Committee on Merchant 
Ittarine and Fisheries. We feel that because of this relationship, and because of the 
level of ei^ertise within these Committees r^arding seafood issues genertjly, that 
any legislation dealing with seafood inspection should be given a thorough review 
l^ both these Coinimtt«ee bofore it is enacted. It is true that the jurisdiction in this 
case has become clouded because this issue deals not only with seafood but with 
public health. Nevertheless, we feel it is critical that the members of Congress who 
know our industry the best have a m^or role in crafting a bill, and we are pleased, 
tiierefore, that the Commerce Committee is conducting today's hearing and is pursu- 
ing S. 2228. We have no doubt that the final program which emerges wiU be better 
because of this Committee's involvement. 

This concludes my statement. I will be pleased to answer any questions you may 

The Chairman. Mr. Moore. 

STATEMENT OF KEN MOORE, CHAIRMAN, INTERSTATE 
SHELLFISH SANITATION CONFERENCE, COLUMBIA, SC 

Mr. Moore. Mr. Chairman, it is certainly a pleasure to be here, 
first as Chairman of the ISSC and secondly as a resident of your 
home state. I thank you for the opportunity to share tiie views of 
the ISSC on the Consiuner Seafood Safety and Quality Assurance 
Act of 1990. 

Interstate Shellfish Sanitation Conference is an organization 
comprised of State regulatory officials, the shellfish industry, aca- 
demia, and the followii^ Pederetl agencies which share responsibil- 
ity: The Food and Drug Administration is the lead agency; the Na- 
tional Oceanic and Atmospheric Administration; and the Environ- 
mental Protection Agency. 

In addressing S. 2228, first let me commend the committee and 
its staff for their efforte in researching the issue and developing 
the proposed legislation. MoUusc shellfish are a nu^or concern to 
the seafood safety issue. 

In reviewing the Act I found several important elements consist- 
ent with the National Shellfish Sanitation Program which would 
strengthen shellfish sanitation in this country if enacted into legis- 
lation: 

The Act appropriately increases Federal authority; 

The Act clearly defines the term "adulterated", which would 
make enforcement more effective; 

The Act makes State compliance mandatory; 

The Act includes provisions for Federal intervention in State pro- 
grama which are not in compliance; 

The Act applies Federal guidelines to imported seafood products 
which not only promote seafood safety but creates economic qual- 
ity; 

The Act provides funding to State pn^rams, probably the most 
important element of the bill. All states would like more compre- 
hensive seafood safety pn^iuns but are tremendously limited by 
present fiinding. The nuyor problems which exist today in shellfish 
sanitation pn^rams are linked directly to inadequate funding; 
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llie Act establishes civil and criminal penalties which would 
serve as a deterrent to those activities which contribute to unsafe 
seafood and seafood products; 

The Act establishes programs to address research, education and, 
most notably, health risk monitoring. The illness data presently 
available is inconclusive and completely inetdequate to assess 
present health risk. 

While the ISSC strongly supports the components of this pro- 
posed l^pslation, we have three concerns. The ISSC endorses and 
supports the U.S. Food and Drug Administration as the Federsil 
agency which should administer a Federal setifood safety program. 
Tcie outstanding cooperation of the Food and Drug Administration 
has contributed to the success of the National Shellfish Sanitation 
Program and the Interstate Shellfish Siinitation Conference, 

FDA's present role in shellfish sanitation is not well understood. 
The National Shellfish Sanitation Prograun does not rect^nize FDA 
as a comphance and enforcement agency. Those responsibihties eire 
clearly directed to states. FDA's role mcludes trainii^, technicEil 
assistance, and State evaluations. FDA functions well in these 
roles. 

The second concern, the bill does not include prohibition for the 
harvesting of seeifood from areas designated under the Act as not 
in compliance. Harvestii^ prohibitions would create a greater de- 
terrent to ill^al harvesting of shellfish which is a growing public 
health concern. 

Third, the draft l^islation states that the Secretary of Com* 
merce in consultation with the Secretary of A^culture and 
Health and Humem Services will develop a comprehensive seafood 
safety and quality assurance program. The prc^am is to be con- 
sistent to the maximum extent practical with ^e National Shell- 
fish Sanitation Program developed by the Interstate Shellfish Sani- 
tation Conference. 

The present NSSP guidelines are the product of eight years of 
review and change by the Interstate Shellfish Sanitation Confer- 
ence, and they represent the best knowledge and expertise that 
this country has to ofi'er. This effort by the ISSC has been' a buc- 
ce^iil endeavor, and this success can be attributed primarily to 
die participatory nature of the Interstate Shellfish Sanitation Con- 
ference process. State regulatory agencies as well as industry more 
readily accept guidelines when they are allowed to participate in 
their development. The process creates a sense of snared owner- 



itup. 
The 



W Interstate Shellfish Sanitation Conference is referenced in 
this Act, but its role should be more clearly defined. The major role 
of the Interstate Shellfish Sanitation Conference is development of 
national shellfish sanitation guidelines, and states dedicate re- 
sources to the organization for that purpose. If this role is eliminat- 
ed, there may not be an Interstate Shellfish Sanitation Conference. 
The efforts of the Interstate Shellfish Sanitation Conference have 
greatly improved shellfish safety, and to insure this continued 
progress Federal legislation should grant authority to the Inter- 
state Shellfish Sanitation Conffrence to develop shellfish standards 
and guidelines for the comprehensive seafood safety and quality as- 
surance program outlined in this Act. 
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The ISSC again thanks the committee for an opportunity to 
present its views. 
[The statement follows:] 



S!al 



Ken B. Moore, Chair 



IntersUte Shellfish Sanitation Conference 



Hy name is Ken Moore, Chairman of the Interstate Shellfish Sanitation 
Conference (ISSC) , and I am pleased to have this opportunity to share the 
position of the ISSC on the Consumer Seafood Safety and Quality Assurance Act of 
1990. 

In addition to serving as the current Chairman of the ISSC, I manage the 
Shellfish Sanitation Program with the South Carolina Department of Health and 
Environmental Control. In South Carolina, all of the essential elements of 
shellfish sanitation including classification of harvesting areas, processing 
and plant sanitation, harvesting, relaying, depuration, and patrol are within 
one program in one agency. Additionally, I am also responsible for crab and 
finfish inspection programs in South Carolina. Therefore, I have a good 
understanding of the problems of seafood safety. 

The Interstate Shellfish Sanitation Conference (ISSCI 

The Interstate Shellfish Sanitation Conference, established in 1982, is a 
tripartite organization comprised of State regulatory officials, the shellfish 
industry, and the fallaming ferfersi agencies which share responsibility for the 
safety of aolluscan shellfish: the Food and Drug Administration (FDA) as the 
lead agency, the national Oceanic and Atmospheric Administration (HOAA), and the 
Environmental Protection Agency (EPA). The ISSC has a formal Memorandum of 
Understanding with FDA to promote shellfish sanitation through the National 
Shellfish Sanitation Program (NSSP) which is a federal /State/industry 
cooperative program. The ISSC provides the forum for establishing guidelines' 
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for tilt National Shellfish Sanitation Program. The ISSC proposes guidelines 
which, after review by the FDA, are incorporated into the NSSP guidelines. FDA 
then uses these guidelines in evaluating State shellfish sanitation programs. 
The shared regulatory development process of the HSSP has created greater 
cooperation among the involved parties and has resulted in substantial 
iagtroveaents in State shellfish sanitation programs. 

The ISSC is structured to allaii open debate of issues and concerns. All 
issues are reviewed in committees and task forces before being presented to a 
voting delegation comprised of State regulatory representatives. The Conference 
brings together vast expertise from State and federal agencies, the shellfish 
industry, and the academic coimunity to solve public health problems in the area 
of shellfish sanitation. 

The ISSC is currently involved in several areas which have serious public 
health implications. These include: 

(1} Vibrio vulnificus which is a serious health concern associated with a 
naturally occurring organism not related to pollution. It affects 
individuals with compromised imtunlty systems. The Conference has taken an 
educational approach designed to make high risk groups more aware of the 
potential dangers; 
(2) Shellfish Importation from foreign countries without a Memorandum of 
Understanding (MOU) with FDA. The flOU process is the only assurance that 
shellfish are harvested from non-polluted waters and handled in a sanitary 
manner. 1 conveyed this concern to all State shellfish control agencies In 
a letter dated July 27, 1989, a copy of which I would like to submit for 
the record; 
(3) Aquaculture is rapidly expanding in the United States and presently the 
NSSP does not include guidelines to ensure proper sanitary control. To' 
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correct this, ISSC has a cammittee which fs earrthtly preparing draft 
guidelines for Conference revieu and subsequent inclusion into the USSR; 

(4) The ISSC is involved in an extensive training and standardization 
initiative to achieve uniformity in State evaluations. The Conference 
recently instituted a pilot study which included the use of standardized 
shellfish processing plant inspection forms. The pilot study also included 
training for both federal and State regulatory personnel; 

(5) The Conference is preparing a Model Code for State adoption which will 
address all shellfish sanitation elements necessary for NSSP compliance; 

(6) The ISSC actively supports research to improve shellfish sanitation, most 
notably the National Indicator Study which has received partial federal 
funding. This study will attempt to develop laboratory tests and methods 
which are more indicative or potential public health risk. 

Tremendous progress has occurred as a result of the federal/State/industry 
regulatory network involved in the present FDA cooperative program. 

At the Annual Heeting of the ISSC In July 1989, with 32 states represented, 
two resolutions were adopted without opposition which address the issue of 
federal responsibility for seafood safety. Resolution 89-3, submitted by an 
industry trade association, recognizes and endorses the continued efforts of the 
Food and Drag Administration and the current National Shellfish Sanitation 
Program, through the ISSC, In regulating the shellfish industry. 

The Conference also adopted Resolution 89-4, which more specifically 
expresses the ISSC position supporting congressional appropriation of 
significant additional resources to the existing federal programs in the Food 
and Drug Administration, National Marine Fisheries Service, and the 
Environmental Protection Agency. Such action is necessary to meet increasing 
public health and product quality demands and assure a continuing adequate 
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supply of safe and high quality domestic and imported fish and shellfish. I 
would Ulce to submit copies of both resolutions for the record. 

The ISSC recognizes the important rale of FDA in public health protection. 
The outstanding cooperation of FDA has been a key ingredient in the success of 
the NSSP. The NSSP is a preventative public health plan. FDA provides highly 
sldlled technical expertise in the complex areas of bacterial analysis, 
hydrographies, sanitary surveys, and engineering. This type of expertise is 
difficult to obtain. 

Additionally, FDA provides assistance to States and industry by conducting 
training seminars for shellfish industry and State regulatory personnel. 
Administrative guidance is also provided to states which are establishing new 
shellfish sanitation program elements. 

Consumer Seafood Safety and Quality Assurance Act of 1990 

I would like to commend the staffs of the Comnittee on Commerce, Science, 

and Transportation who participated in the development of this legislation. The 

draft bill appropriately addresses every Important element in the aspect of 

seafood safety in an appropriate manner. In reviewing the Act, I found 

important elements consistent with the NSSP which would strengthen shellfish 

sanitation in this country if enacted into federal regulation. 

(I) The establishment of a new comprehensive seafood safety and quality 

assurance program consistent with ISSC guidelines is mandated by this draft 

legislation. This additional legislation is needed to give the designated 

federal agency more authority to adequately regulate the safety of seafood 

products. 

(!) Section 3 defines 'adulterated' in very specific terns and Section 6{e} 

clearly provides authority to eondtan and destroy seafood deemed' 
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v/ul tented. In existing federil l»u, "adulterttion" is defined in i 
gunner which often aakes seizure and condemnation difficult. 

(3) Tlie Act naJces State compliance uitli federal guidelines mandatory and also 
provides sanctions which nay be imposed upon non-coaplying states. The 
present cooperative program has been outstanding in evaluating State 
programs and making progressive reconmendations, yet it is not structured 
to address imminent health concerns associated with seafood products. 

(4) This proposed legislation includes federal intervention and the 
circumstances under which it would be incorporated. Although intervention 
is a necessary component, it must be structured in a manner that will be 
supported by States. Presently the ISSC has a structured forum for 
addressing unresolved issues between parties. This forum could be expanded 
to review situations in which federal Intervention in State programs may be 
necessary. 

(5) This Act applies federal guidelines to imported seafood and seafood 
products which not only enhances seafood safety but creates economic 
equality by reijuiring that all seafood products, foreign and domestic, be 
subjected to the same regulatory scrutiny. 

(6) Host importantly the Act provides funding to States which choose to 
implement the established program. Lack of funding has long been 
recognized as the single greatest problem encountered by States in 
implementing adequate seafood safety programs. Appropriate funding of 
State programs would greatly improve all elements of seafood safety, most 
notably illegal harvesting from prohibited areas. 

(/) Section I! of the proposed legislation establishes civil and criminal 
penalties for persons violating provisions of the Act. These penalties 
t/ill serve as a deterrent for those activities which can contribute to an' 
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unsafe seafood product such as improper handling and transportation, and 
mislabeling. 
(8) Sections 14 and 15 of the Act establish programs to address research, 
education, and health risk monitoring where greater attention is needed to 
enhance seafood safety. As stated earlier, the Act particularly recognizes 
a lack of adequate health risk monitoring. Huch of the inforaatSon 
presently being used to assess seafood related illnesses is inadequate 
which makes reliable assessment difficult. A clearly defined and well 
implemented Illness reporting program would provide this much needed 
information. The ISSC is actively involved in t Hetional Indicator Study 
to develop Setter laboratory tests and methods of assessing human health 
risks. Educational programs are needed to promote the positive aspects of 
seafood consumption and to alert high risk groups concerning dangers which 
may affect them. 

(pncerns 

(1) Section 7(a), Honitoring System, and Section 11, Prohibited Acts, do not 
include prohibition of the harvesting of seafood from areas designated 
under the Act as not in compliance. Harvesting prohibition would create * 
greater deterrent to illegal harvesting which is a growing public health 

(2) Section 4 of the draft legislation states the Secretary of Commerce in 
consultation with the Secretary of Agriculture and Secretary of Health and 
Human Services shall develop a comprehensive seafood safety and quality 
assurance prograa. The program is to be consistent, to the maximum extent 
practicable, with the Hatlonal Shellfish Sanitation Program developed by 
the Interstate Shellfish Sanitation Conference. The present HSSP is the' 
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product of eight year$ of reviw wd change by the ISSC. This effort by 
the ISSC hts been i successful endeavor, expanding beyond the expectations 
of those initially involved and this success can be attributed primarily to 
the participatory nature of this process. State regulatory agencies as 
weH as industry more readily accept guidelines uhen they are allowed to 
participate in their development. The process creates a sense of shared 
ownership of the guideline. The ISSC provides a bridge between Industry 
and regulators resulting in more open dialogue and closer cooperation in 
solving problems. This participatory approach involving industry and 
government has been highly successful and will result in continued success 
in improving shellfish sanitation and protection of public health. The 
Interstate Shellfish Sanitation Conference is referenced in this Act but 
its role should be more clearly defined. The efforts of the ISSC have 
greatly improved shellfish safety and to ensure this continued progress, 
federal legislation should grant authority to the Interstate Shellfish 
Sanitation Conference to develop shellfish sanitation standards and 
guidelines for the comprehensive seafood safety and quality assurance 
program outlined in this Act. 

The Chairman. Well, we are indebted to you, Mr. Moore, and 
Mr. lani. 

Mb. Bloom, I am trying to make a composite judgment in my 
own mind of the necessary elements of the legislation. As I take it, 
we definitely need to have a harvesting provision, definitely have a 
whistlebower provision, and I hope the staff will take note. I may 
seem like a pollster, but the majority vote appears to come down 
on the side of the FDA if you consider the adnunistration-weighted 
vote in this instance. FDA has a nu^or part of the pn^ram now. 
They also have the lead responsibility, although they rely on the 
expertise of the National Mstrine Fisheries Service. 

Even though you have misgivings, Ms. Bloom, about the FDA, 
you still say stick with the FDA because it is a health issue and not 
an issue of promoting commerce nor agricultural products. That is 
a sound position because when you get in both the promotion end 
and the r^ulatory end they become fused and confused. 

Why did they leave the whistleblower provision out of the Mitch- 
ell BUI? Do you know from the Committee proceedings and bo 
forth? There must have been strong opposition to strike it. I cannot 
understand it. 

Ms. Bloom. I hope I am correct on this. As I understood it, most 
of the opposition was coming from the meat and poultry industry 
which was concerned about the precedent setting effect it would 
have for its industry. 

The Chaikhan. So it was not from seafood. 
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How about it, Mr. Moore? Would you object to a whistleblowiug 
provision? 

Mr. Moore. I do not think the participating states of the ISSC or 
its members would. However, this is an issue that the ISSC has not 
specifically addressed. 

The Chairman. How about it, Mr. lani? 

Mr. lANt. Well, in the case of our companies I do not think a 
whistleblower provision mtikes a lot of sense. Our companies oper- 
ate on a seasonEil basis and concentrate their processing in a few 
months of the year. They haul in a bunch of people, and then they 
are gone. It does not seem to make much sense for our companies. 

The Chairman. I am trying to get the l(^c of why having a sea- 
sonetl operation as you describe it would conflict with having a 
whistleblower provision. I mean, we have a whistleblower for all 
seasons. 

Mr. Iani. Yes, I understand. 

The Chairman. What is wrong with having one, then, during 
your season? 

Mr. Iani. I have no formal objection to it. I am just wondering 
how it is going to work when you have a plant that operates for, 
oh, maybe six weeks out of the entire year. 

The Chairman. Normally, of course, it would be somebody 
within your employ and who sees these faulty practices engaged in 
and blows the whistle on it. 

Mr. Iani. Right, but also. Senator Rollings, because that plant 
can only work for six weeks and the fish are only there for six 
weeks, should that whistleblower provision be fraudulently used 
that plemt would be shut down and the fish would be gone. 

The Chairman. No, we would have a careful whistleblower. We 
have a tough time even with the whistleblowers. It is just so that 
you do not have punitive measures against them. Just because 
there is a dissident employee, you cannot have the power to close 
the plant down. No, it would have to be a careful provision where- 
by he would be heiu^ but not necessarily, ipso facto he blew the 
whistle, that the plant was closed. We have a tough enough time 
with keeping him employed. This is really the protection that he 
needs, to be heard and not lose his job if he really brings to the 
public's attention wrong practices or violations. 

The Shellfish Seuiitation Prc^rtim, Mr. Moore, is working now as 
you see it? The great danger is not from the Pacific catches. It 
would be more in your sheUAsh and my shellAsh, bad oysters, bad 
clams eind those kind of things. 

Mr. Moore. As I mentioned earlier, there are some problems out 
there. I would be naive to believe I could convince you otherwise. 
The problems are the result of inadequate funding. We have a very 
comprehensive set of guidelines. Mr. Chairman, find these guide- 
lines cover shellfish, from the waters they grow to the consumer's 
plate. 

The Chairman. I know fishermen, as do you. How many have 
read the guidelines? 

Mr. Moore. You would be surprised. In our state with some of 
the enforcement action that we have taken lately, there is quite a 
few that are very familiar with them. 
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The problem that we fire seeing in this country in shellfish sani- 
tation is that State programa simply do not have the funding to im- 
plement these guidelines. 

The Chaibman. So properly implemented, there is nothing wrong 
with the guidelines? 

Mr. Moore. Nothing whatsoever. 

The Chairuan. All across the board we see that, whether it is in 
Food and Drug or wherever. Important federal programs have been 
totally underfunded, and we are lucky to be coming out of it. I 
guess we are surviving and do not have a crisis because of the 
states more than anything else. 

Mr. MooBE. I would agree. 

The Chairman. Is there einything that any of Uie three of you 
wish to add? We have another vote coming up, and I have to go do 
some work on it. 

Mr. MooRB. I would like to add one thing even though it is not a 
part of this l^islation. In response the discussion of user fees this 
morning, the Interstate ShelUish Sanitation Conference does not 
endorse user fees in the shellfish industry. The shellfish industry 
already is facing declining harvesting acreages due to pollution 
problems, and to incur an additional cost on them would, I think, 
would be terribly unfair. 

The Chairman. Mr. lani, do you have anything? 

Mr. Iani. No, Senator HoUings. I appreciate the opportunity to 
be here, though. Thank you. 

The Chairman. We appreciate your being here. I do not want to 
hold you any longer because Senator Stevens and all of us have to 
go to the vote. Earlier, he talked about the m^'ority of fish coming 
out of the Pacific and Alaska. That is our trouble. When we order 
an Alaskan salmon now they do not ask you whether you want it 
fiied or broiled. They ask you whether you want it r^n^l&i' ^^ high 
test. 

That is one of the reasons we have some momentum for this bill. 

Ms. Bloom, do you have anything to add? 

Ms. Bloom. Just on the user fee issue, we also would support a 
Federally funded program as far as the safety concerns go. We do 
not support user fees. 

The Chairman. Very good. We appreciate your presentations 
here and your patience this morning. The other panel took a much 
longer time, but it is a very valuable presentation that each of yotk_ 
made. We thank you. 

The Committee will be a4Joumed subject to the call of the Chair. 

[Whereupon, at 11:41 a.m. the hearing was adjourned.] 
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